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CONG TY CO PHAN DUQC PHAM VCP

GONG TY YHYOC KEM TRILOG
C& PHAN
1. Nhan tuyp 15g: DUGC PHAM
VCPR
R(Thuéc ké don TUYP KEM GMP - WHO

SPK/REG.N°:
THUGC DUNG NGOAI

Thanh phén: Mai gam kem chifa:

Hydrocortison 2,5%(kl/kl)
Ta dugc vira du 1g
Chi dinh. Chéng chi dinh. Cich diing - Liéu diing.
Céc théng tin khéc : Xin doc trong t& hudng dan sir
dung.

D& xa tdm tay clia tré em.

Bocky huéng din sif dung trudc khi diing.
THUGC DUNG NGOAI

o Trilog -

Hydrocortison 2,5%

(, San xudt tal: CONG TY €6 PHAN DUQC PHAM VCP
VCP Bja chl: Thach L&i - Thanh Xun - Séc Son — Ha Noi

Composition: Each gram cream contains;
Hydracortisone 2,59%(w/w)
Excipients q.s 1g
Indications. Contra - Indications. Usage. And
other information : Please read enclosed leaflet.

aep'dx3faH oN'YI2g/XS 0105

Keep out of the reach of children.
Read carefully the instruction before use.
FOR EXTERNAL USE ONLY

12/05/2024
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Thanh phan: M&i gam kem chufa:
Hydrocortison 2 li%(kllkl)
Té dugc vira da 1g
Chi dinh, Cach ding - Liéu dung, Chéng
chi dmh Céc thong tin khac: Xin doc trong
t& huéng din st dung.

Tiéu chuén: TCCS.

Bado quan: Nai khé mat, khéng qua 30°C,
tranh énh sang.

SPK/REG.N°:

Dé xa tam tay clia tré em.

Poc ki hudng dén sit dung trude khi diing.
THUGC DUNG NGOAI

( / San xust tai: CONG TY €6 PHAN DUGIC PHAM VCP
vep  Bla chi: Thach Léi - Thanh Xuan - S6¢ San — Ha Néi &

HOP 1 TUYP KEM GMP - WHO

Trilog

~ Hydrocortison 2,5%

Ngay SX/Mfg.date :
56 L6 SX/Batch.Ne

HD/Exp.date

Composition: Each gram cream contains:
Hydrocortisone 2,5%(w/w)
EXCIPIENTS 0.5 wuonnissssrssssmasmmssnsssmsssssssssisssens 1g
Indications. Contra-Indications. Usage. And
other information : Please read enclosed
leaflet.

Specifications: Manufacturer’s.

Storage: in a cool dry place, not more than 30°C,
protect from light.

Keep out of the reach of children.
Read carefully the instruction before use.
FOR EXTERNAL USE ONLY

BOX OF 1 TUBE CREAM GMP - WHO

Trilog

. Hydrocortisone 2,5%

( Manufactured by: VCP PHARMACEUTICALJ S.C
vep Address: Thach Loi - Thanh Xuan - Soc Son - Ha Noi

12/05/2024
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CONGTY CO PHAN DUOC PHAM VCP

MAU NHAN PANG KY
THUOC KEM TRILOG

3. Nhan tuyp 30g:

CO PHAN
DUSC PHAM

; v GMP - WHO
R( Thudc ké don TUYPKEM
g wn
Hydrocartison 2,5% IE‘
SDK /REG.N°: ( / %
: 54 xudt tal: CONG TY €6 PHAN DU'Q'C PHAM VCP =
THUGC DUNG NGOAI VCP Dja chi:Thach L8i - Thanh Xu&n - S6¢ Son - Ha Noi :";:_
=
Thanh phén: M&i gam kem chifa; Composition: Each gram cream contains: _:‘o_:
Hydrocortison 2,5%(kl/kl) Hydrocortisone. 2,5%(w/w) E'
Ta dugc vita du 1g Excipients q.s 1g g;
Chi dinh, Chéng chi dinh. C4ch diing - Liéu diing. Indications, Contra - Indications. Usage. And .
Céc thong tin khéc : Xin doc trong t& huéng dan sir other information : Please read enclosed leaflet.
dung.
Pé xa tdm tay cda tré em, Keep out of the reach of children.
Pockj huéng din sit dung trudc khi ding, Read carefully the instruction before use.
THUGC DUNG NGOAI FOR EXTERNAL USE ONLY
12/05/2024
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Thanh phan: Mdi gam kem chifa:
Hydrocortison 2,5%(kI/Kl)
Ta dude VIR Al conusisianasisisiig 1g
Chi dinh, Cach diing - Liéu dung, Chéng
chi dmh Céc thong tin khac: Xin doc trong
t& huéng dan st dung.

Tiéu chudn: TCCS.

Bao quan: Noi khé mét, khéng qué 30°C,
tranh anh sang.

SBK/REG.N?:

Dé xa tam tay clia tré em.

Poc ki hudng din sit dung trudce khi diing.
THUGC DUNG NGOAI

HOP 1 TUYP KEM GMP - WHO

Trilog

. Hydrocortison 2,5%

{ / San xu#t tai: CONG TY €6 PHAN DUQC PHAM VCP
vce  Bia chi: Thach Léi - Thanh Xuan - S6c San — Ha Néi ’

Ngay SX/Mfg.date :
S5L8 SX/Batch.Ne

HD/Exp.date

‘wrescription drug

7/

Composition: Each gram cream contains:
Hydrocortisone, 2,5%(w/w)
Excipients q.s 1g
Indications. Contra-Indications. Usage. And
other information : Please read enclosed
leaflet.

Specifications: Manufacturer's.

Storage: in a cool dry place, not more than 30°C,
protect from light.

Keep out of the reach of children.
Read carefully the instruction before use.
FOR EXTERNAL USE ONLY

BOX OF 1 TUBE CREAM GMP - WHO

Trilog

 Hydrocortisone 2,5%

Manufactured by: VCP PHARMACEUTICAL J.5.C
vep Address: Thach Loi - Thanh Xuan - Soc Son - Ha Noi

12/05/2024
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Rx-Thubc nay chi diing theo don thuéc

TRILOG
Poc kj hwong din siv dung trude khi ding
Pé xa tim tay tré em
Théng bdo ngay cho bdc sy hodic dwgc sy nhiing tic dung khong mong muén gdp phii
trong qud trinh sir dung th ubc.

1. THANH PHAN, HAM LUQNG: Mdi gam kem chita

Hydrocortison: 2,5% (kI/kI)

Ta duogc vira du: 1 g.

(Cetostearyl alcol, Acid stearic, Vaselin, Déu Parafin, Polyoxyl 20 Cetostearyl Ether,
Polysorbat 80, Chlorocresol, Propylen glycol, Dinatri edetat, Nudc tinh khiét).

2. MO TA SAN PHAM

Dang bao ché: Kem

Kem mau triing hodic gin tring, mém min, ddng nhat, hiu nhu khong mui.

3. CHi PINH, LIEU DUNG — CACH DUNG & CHONG CHI PINH

3.1. Chi dinh:

Kem Trilog dugc chi dinh trong céc trudng hop viém va ngira c6 dép Gmg v6i corticoid:

- Ngtra va sung do hdu mén do tif va céc van dé lién quan dén tryc trang khéc.

- Ngira sdn cuc, eczema, viém da, phét ban, ham da, cdc phan ung tai chd do con tring cén.

3.2. Cach dung:

Thudc dung tai chd.

Rita sach va dé& kho viung anh huéng, bdi mot 16p mong thudc va massage nhe nhang. Néu

st dung cho ving hdu mon, tryc trang co thé dung ddu ndi tuyp. V& sinh sach diu nbi tuyp

sau moi lan str dung.

Rira sach tay trude va sau khi dung thude, trir trudng hop str dung thude cho ving da tay.

3.3. Liéu dimng:

- Ngudi 16n (bao gdm ca nguoi gia): Boi mot 1op thudc mong 1én ving anh huéng 2-4
lAn/ngay. C6 thé giam lidu khi tri¢u ching duoc cai thién.

-Tré em va tré so sinh: Dung nhu liéu nguoi 16n, tuy nhién tranh dung kéo dai, dc biét la
tré so sinh. Thoi gian diéu tri khéng qua 7 ngay.

3.4. Chong chi dinh:

Nhitng bénh nhin min cam véi Hydrocortison hay bét ky thanh phén nao cfia thube.

Céc trudmg hop nhidm khudn (nhu chdc 16), nhigm virus (nhu Herpes simplex) hodc nhiém

nim (candida hodc dermatopyte).

Khong boi 1én ving da nhiém tring, hdng ban (rosacea), viém da quanh miéng hodc mun

tring cd.
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4. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Thudc chi diing bdi tai chd, khong sir dung cho mét.

Réi loan thi gide:

Réi loan thi gidc ¢6 thé duoce bao cédo voi corticosteroid sir dung toan than va tai chd. Néu
bénh nhin ¢6 céc triéu chirmg nhu mo mit hodc céac rdi loan thi gidc khic, bénh nhén nén
duoc xem xét chuyén dén béc si nhin khoa dé danh gia cac nguyén nhén co thé bao goém
duc thay tinh thé, bénh ting nhin 4p hodc cic bénh hiém gdp nhu bénh héc véng mac trung
tdm thanh dich (CSCR) di duoc béo céo sau khi sir dung corticosteroid toan than va tai chd.
3 tré so sinh va tré em nén tranh didu trj 14u dai dic biét la trén mit vi tre ché tuyén thuong
than c6 thé xay ra.

Corticosteroid tai chd can than trong khi dung trong bénh vay nén, nén gidm sat chit ché
tinh trang bénh nhan trong qu4 trinh diéu tri. Khong dung corticoid tai chd cho viy nén thé
mang.

Mic du thudng duoc coi la an toan, ngay ca khi ding ldu dai & ngudi 16n, hydrocortison tai
chd vAn co thé xay ra tac dung phu néu st dung qué mirc & tré nhd. Cén hét strc than trong
trong cac bénh da lidu & tré nho bao gdm ca tinh trang him ta. O nhitng bénh nhan nhu vy,
qua trinh didu tri thudng khéng qua 7 ngay.

Piéu tri khang sinh thich hgp nén duge sir dung @8 didu tri cac tén thwong viém da bi nhidém
tring. Bét ky tinh trang nhiém tring 1ay lan déu cin phai ngimg didu tri bing corticosteroid
tai chd va thay bing thude diéu tri thich hop.

Viéc bing kin ving da dung thudc c6 thé lam ting déng ké mirc do hip thu toan than.

Cin than trong dung thudc 1én viing mit va tranh tiép xtc thube voi mit.

Thubc cé chira Chlorocresol ¢6 thé gay kich ting.

Néu c6 kich Gng xéay ra khi ding thude, cin ngung thudc tir tir, theo ddi chit ché céc tridu
chimg va diéu trj thich hop.

5. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nit 6 thai: Chua du dit liéu chimg minh tinh an toan cta thude trén phu nit mang thai.
Céc nghién ctru trén ddng vat cho théy thubc co thé giy bit thuong véi sy phat trién ctia bao
thai nhu sttt mdi, chdm phét trién bao thai. Thube cling c6 thé gdy nguy co tuong tw nhu
ngudi mic du vai ti 1€ rit nho. Thén trong khi st dung thudc trén phu nit cé thai, can nhéc
gitta loi ich va nguy co.

Phu ni¥ cho con bu: Cén than trong khi diing corticosteroid tai chd cho phu nit dang cho
con b, Tranh bdi thudc 1én niim v hodc nguc.

6. ANH HUONG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khong c6 hodc anh hudng khong déng ke.

7. TUONG TAC, TUONG KY CUA THUOC:

Chua c6 twong tac gilta kem Hydrocortison va cac thude khac duoce ghi nhan.

8. TAC DUNG KHONG MONG MUON CUA THUOC:
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Da véit mé duwdi da: Chua rd tan suat

Teo da, lam mong biéu bi, gidn tinh mach (telangectasia), ran da (striae) c6 thé xay ra &

nhitmg ving da kha ning hip thu cao nhu ving nhiéu nép gép, viing ben, viing mit hodc ¢é

st dung bang gac sau boi thude.

St dyng kéo dai qué mre corticoid tai chd, bang kin ving da ding thude thuong xuyén hodc

dung trén ving da rdng co tén thuong hé ¢6 thé giy ra tc ché truc dudi ddi — tuyén yén —

tuyén thuong than (truc HPA), hdi ching Cushing, ddc biét la tré so sinh va tré nho.

Meit: Chua rd tan sudt

Giam tAm nhin, nhin mo.

Huwéng dén cich xi tri ADR:

Phai thudng xuyén theo ddi cac ddu hiéu trén da va phan (mg cla co thé trong qué trinh

dung thude. Néu c6 bét ky ddu hiéu ndo nhu trén bao gdm viém da tiép xic, di Gng hodc

lam x4u di tinh trang ban déu, viéc diéu tri nén dugc ngltng ngay lap tic. Phai thudng xuyén

quan tdm dén nhidm khuén do vi khudn “co hdi”. Néu can, phai dung khang sinh.

9. QUA LIEU VA CACH XU TRi:

Théng thudmng khi ding ngoai khong xay ra céc trudng hop qua licu.

Tuy nhién néu st dung kéo dai qua mirc hodc dung trén ving da rong c6 tén thuong ho ¢6

thd gay ra trc ché truc dudi ddi — tuyén yén — tuyén thuong than (truc HPA), hdi ching

Cushing.

Trong trudng hop qué lidu, cin ngimg thudc tir tir va theo di chiit ché cic triéu ching.

10. PAC TINH DUQC LUC HQC:

Nhém dwee lj: Thube chira corticosteroid.

Ma ATC: COSAA01

Hydrocortison 14 mdt corticosteroid chéng viém. Thube c6 tac dung chdng viém theo co ché

giam céc thanh phan ctia dap tmg viém nhu gidm giai phong enzym tham gia qua trinh tong

hop prostaglandin & mot s6 loai té€ bao da, gidm giai phong céc chat trung gian nhu

leukotriens- dong vai trd trong su tién trién bénh viém da, eczema...

11. PAC TINH DUQC PONG HQC:

Hydrocortison hip thu t&t qua da, dic biét khi da bi tén thuong,

Hydrocortison dwoc chuyén hoa chii yéu & gan thanh dang hydro hoéa va gidng héa nhu

tetrahydrocortison va tetrahydrocortisol. Cac chit nay duoc bai tiét qua nude tidu, chi yéu

dudi dang lign hop glucuronic va mot lugng nhé dudi dang hydrocortison khéng bién déi.

12. QUI CACH PONG GOI

Hop 01 tuyp thude 15g va t& huéng dén st dyng.

Hop 01 tuyp thude 30g va t& huéng din st dung.

13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:
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; - Béo quéan: Thudc duoc bao quan trong tuyp nhuya, nép kin, dé noi kho rdo, tranh 4nh sdng,
nhiét d6 khong qua 30°C.
- Han ding: 36 thang ké tir ngay san xuit. Khong ding qua thdi han ghi trén bao bi.
- Tiéu chudn chét lwong cua thude: Tiéu chudn co so.
14. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thach Ldi — Thanh Xuén — Séc Son — Ha Néi
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