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2015 Final Art work Carton Label Foil Tube Insert i
Vitenam - Calcipotriol Ointment 30 g Cpotroil Carton - 28-1-17

Size: (L) 136 x (B) 28 x (H) 35 mm

£ Alleviare

way towards new life

Rx - Prescription only

Cpotroill

Caicipotriol Ointment BP 50 mcg/g

HSD:

For external use only

Dang bio ché: Thudc md.

Thinh phin’: Tiéu chuin chit hrgng: BP 2023 + In house
Moi tuyp chira: i SPK: Quy cdch: Hop/tayp 30g.
Calcipotriol Mm_mhygimte BP twong duong véi Bio quin: Bio quin noi khé mat, dudi 30°C. Tranh anh séng,
Anhydrous Calcipofriol 1,5mg khéng duge bao quan lanh
T duge vira da. Chi dink, chéng chi dinh, cich dimg, liéu diing, uugn trong vi cdc
KY HUGNG DAN SU' DUNG TRUGC KHI DUNG. | wu, khic: Xem trong té huéng din sir dyng kém theo
DE XA TAM TAY TRE EM. Xut sir: An D.
DNNK: Bia chi:
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Rx - Thudc ké don

Cpotroill

Calcipotriol Ointment BP 50 mcg/g
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35 mm
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Thudc dung ngoai
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Indication, Administration & Contraindication:
See package insert.

CAREFULLY READ THE INSERT BEFORE USE
KEEP OUT OF REACH OF CHILDREN
Specification: BP 2023 + In house.

Storage conditions: Store below 30°C. Cool and dry
place. Protect from the light. Do not frecze
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Size: 105 mm X 79 mm

O.D.: 22.5 mm
I.D. : 22.0 mm

Rx -Thudc ké don

Cpotroil

Calcipotriol Ointment BP 50 mcg/g

Thudc dung ngoai
Thanh phin:
2 Méi tuyp chira: I '
Calcipotriol Monohydrate BP nromg d‘lmng ¥éi
Anhydrous Calcipotrial mg B
s mm San xuit bai: =
Bio quin: Bio quan noi khé mit, dugi 30°C. A OCEE N LABORATONIZS (NDIALPVELAL. 8
Toknlt puh hng. Khbed dxoe bio quin leh ‘A Bt N b Pl Tats IND. oo e L 5
CHi DUNG THEO BON CUA BAC si Boisar road, Tal. Palghar, Thane 401404,

Code No. : MH/DRUGS/KD-258 auracHem Maharashira state, INDIA.

105 mm

Rox - Thudc ké don

Cpotroil

Calcipotriol Ointment BP 50 meglg
Thuéc diing ngoai

Thanh phin:

Méi twyp chiza:

Calcipotriol Monohydrate BF tuong duong véi
Anhydrous Calcipotriol 1.5mg
Ta dugc vira di.
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Bio quin: Bao quan noi khd mat, dudi 30°C.
Tranh dnh sing, khong dwgc bao quan lanh.
CHI DUNG THEO PON CUA BAC SI
Code No. : MH/DRUGS/KD-258
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TAI THANH PHE' | 5.
Hi cHi minn /S CPOTROIL

Rx-Thude nay chi dung theo don rhuoc
Doc kj @zmng dan sir dung trudc khi diing
Dé xa tdm tay tré em

THANH PHAN CONG THUC THUOC:

M&i tuyp chira:

Hoat chat: Calcipotriol (duéi dang Calcipotriol monohydrate BP)............oveunvvvunnniinn, 1,5 mg
Ta duge: Cetostearyl alcohol, cetomacrogol 1000, light liquid paraffin, propylene glycol, alfa
tocopheryl acetate, white soft paraffin.

DANG BAO CHE
Thu6c m&, mau trang dén trang nga.

CHI PINH
CPOTROIL dugc chi dinh trong diéu tri viém da tiép xuc kich thich, viém da di tmg tiép, phan
tng do cén tring cin, eczema tir nhe dén trung binh.

CACH DUNG, LIEU DUNG
Nguwoi lon

o Don tri lidu
CPOTROIL nén duge st dung trén viing da bj anh hudng trén chan tay hogc than 1 hogc 2 Ian
m01 ngdy. Khi bit dau didu tri, nén sir dung 2 1an mbi ngdy (sang va t8i). Dé didu tri duy tri, tAn
sudt str dung c6 thé giam xudng 1 1An mdi ngay, phu thudc vao dap Ung.
Thube m& phai béi 1 16p moéng 1én ving da bj anh hudng va cha xat nhe nhang dé pht ving bj
anh hudng cho dén khi hau hét thudc bién mét.
Luong thubc m& dung téi da khéng nén vuot qua 100g/tuan Néu sur dung cuing véi kem hogic
dung djch chtra Calcipotriol, tng liéu Calmpotrlol str dung hang tuan khéng vuot quéa 50 mg (vi
dy 40 ml dung dich ding cho da dau cong voi 60g kem hogc thude md).
Thoi gian dieu tri phu thudc vao céc bidu hién 1am sang. Hiéu qua diéu tri 16 rét thudong thiy sau
t6i da 4-8 tudn. Tri lidu ¢6 thé duge 1ap lai.

e Triliéu ket hap
Str dyng 1 1an mdi ngay két hop véi corticosteroids tai chd (vi du sit dung CPOTROIL vio bubi
sang va steroid vao budi t6i) ¢6 hiéu qué va dung nap tht.
Bénh nhin suy gan/thin
Bénh nhén suy gan/thén ning khong nén diéu tri vi Calcipotriol.
Tré em va thanh thiéu nién (duoi 18 tuo;)
C6 kinh nghiém han ché sir dung thubc mé Ca]c1p0tr101 & tré em va thanh thiéu nién. Hiéu qua
vd an toan lau dai cta liéu lugng néu trén (dudi ngudi 16n) chua dugce thiét 14p & tré em va thanh
thiéu nién. Do d6 viée sir dung & d¢ tudi nay khéng duge khuyén khich.

CHONG CHI PINH

Bénh nhan qua man véi bt cir thanh phan nao cia thube.

Bénh nhén bj suy gan/thin ning.

Bénh nhén bj rbi loan chuyén hoa calci hoic didu trj cdc thude ting calei mau.
Bénh nhén ¢6 tang calci mau.

CANH BAO VA THAN TRONG KHI DUNG THUOC
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Khoéng boi Cpotroil 1én mit. Nén rira tay sau khi boi thude dé tranh v0 tinh dinh sang ving khac
clia co thé, dic biét 1a mit. Ding diing lieu khuyén cdo dé giam t6i thidu nguy co ting calci
huyet Tang calci huyét co thé xay ra néu vuot qua mue liéu t6i da/tudn. Than trong khi ding
thuoc trén bénh nhan bj bénh vay nén thé khéc do ¢ béo cdo tang calci huyet & bénh nhin vay
nén toan than hoic vdy nén do da toan than. Tuy nhién, ndng d6 calci huyét nhanh choéng tro vé
binh thuong khi ngung diéu tri. O khia canh anh hudng [€n kha nidng chuyén héa calci, bénh
nhén phai dugc khuyén cdo 1a khong sir dung qua lleu goi ¥ va ding chung véi céc thude khac
(nhu salicylic acid), vi ly do tic dyng khong mong mudn tuong tu.

Céc triéu chimg lém sang vé tang calei huyét c6 thé tuong tw nhu qué lidu cholecalciferol, hoi
ching tang calci huyet hay nhiém doc calci, tiy thuge vao mirc do va thoi gian ting calci huyét.
Bénh téng calci huyet lién tuc c6 thé din dén sy tich tu canxi sai l&ch vi tri trong thanh mach
mau, khép ndi, nidm mac da day, gidc mac va nhu md than.

Trong khi diéu trj bing calcipotriol, bac st khuy&n bénh nhan nén han ché hoc tranh tiép xuc
qua mirc v6i dnh sang mat trdi ty nhién hofic nhén tao. Thubc calcipotriol chi nén duge sir dung
voi tia UV chi khi béc st va bénh nhén nght réng nhitng loi ich tiém tang 16n hon nhiing nguy co
tiém an.

Bénh nhan bi suy than ning hogc suy gan ning khong duoc diéu tri bing thube nay do kinh
nghiém gidi han.

Tré em

Hi¢u qua va do an toan lau dai cta thudc md nay & tré em va tré vi thanh nién chua dugc thiét
1ap. Do d6 viée sir dung thude & nhém nay khong thé duoc khuyén céo.

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

~5

)

Phu nit ¢6 thai: SEED
Tinh an toan khi sir dung calcipotriol & phu nit mang thai vin chua dugc thlet 18p. Céc nghién AN |
clru trén dong vét cho thay doc tinh sinh san khi dung calcipotriol theo dudng uong Hép thu toan oAl
than Calcipotriol theo dudng dung tai chd 14 thip, nhung khong phé v su can bang calci. Tranh il pu
str dung calcipotriol & phy nir mang thai. HEY CI
Phu nit cho con bi: ;?M
Vin chua biét calcipotriol ¢6 tiét vo sita mg hay khong. Viéc st dung ngén han trén bé m§t nho s& khong .

=]

dan dén sy hép thu toan than va khong anh huéng nao ddi véi tré bii me. Trong tat ca cac trudng
hop khac, khong nén cho con bl sita me trong khi diéu trj vai calcipotriol.

Sinh san:

Khoéng c6 dir ligu vé anh hudng ctia calcipotriol Ién h¢ sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Vin chua c6 bing ching vé anh huong ctia thube 16n kha ning lai xe va vin hanh mdy méc.

TUONG TAC, TUONG KY CUA THUOC:

Duing dong thoi calcipotriol va acid sahcyllc c6 thé gay bat hoat calcipotriol. Chua ¢ kinh
nghiém vé lidu phép diéu tri ddng thoi véi thube chéng vy nén khac ma dugc bdi trén cung dién
tich da tai ciing mot thoi diém.

TAC DUNG KHONG MONG MUON CUA THUOC:

Dua trén cdc dir liéu 1am sang xap Xi 25% bénh nhin duge didu tri v6i Calcipotriol ¢6 céc phan
ting bat lgi. Nhitng phan ¢ ung bat loi ndy thudng nhe.

Céc tic dung khong mong mudn duge béo céo thudng xuyén nhat 1a céc phén ng da thodng qua
khéc nhau dic biét 1a kich ting da / di tmg.

Céc tic dyng khong mong mudn duge liét ké boi MedDra SOC va céc tic dung khéng mong
mudn riéng 1¢ dugc 1iét k& bét dAu véi cac béo cdo thudng xuyén nhét.

R6i loan mién dich:
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Rt hiém gap (<1/10,000): Phan ting qué man (bao gdm may day, phit mit hodc phi mét, phi
mach)

R6i loan chuyén héa va dinh dudng:

Rt hiém gdp (<1/10, 000): Tang calci huyét va calci niéu

Rdi loan da va mé duéi da:

Rat thuong gap (21/10): kich tng da

Thuong gap (=1/100 va <1/10): Ngha, cam gidc néng bong da, cam gidc ngira da, kho da, ban
do, phat ban (bao gdm céc phan ting hdng ban, bach huyét, tuy va dai trang).

Khong thirong gap (21/1000 va <1/100): Cham, viém da tip xiic, bénh vy nén trim trong.

Rdt hiém gap (<1/10, 000): Thay dbi thodng qua séc té da, nhay cam 4nh sing thodng qua, viém
da viing mit va quanh mét

Ghi chii: XIN THONG BAO CHO BAC SI CAC TAC DUNG NGOAI Y GAP PHAI TRONG
QUA TRINH SU DUNG THUOC.

QUA LIEU VA CACH XU TRi )

Str dung qud licu c6 thé 1am ting lugng canxi huy@t thanh nhung s& giam khi ngimg diéu tri. Céc
tri¢u ching clia chiing ting calci huyét bao gdm chimg nén, tdo bon, co yéu, nhdm 13n va hén
mé.

PAC TINH DUQC LUC HQC

Nhém diéu tri liéu phép: Thudc didu trj vay nén sir dung tai chd,

Mi ATC: DO5AX02

Calcipotriol la dén chit vitamin D. Dit lidu in vitro cho thdy calcipotriol gdy ra su phéan biét va

ngan chin sy ting sinh cla keratinocytes. Va déy chinh 14 tac dyng cia calcipotriol trong tri bénh '2-"‘.1«’;
vay nén. NG
Téc dong déu tién 1a lam bong tréc da, sau d6 thAm nhiém va cudi cung 14 do da dugc quan sét N
sau 2 — 4 tuan diéu tri. Hidu qua t5i da dat dugc thudng sau 6 tudn didu trj. 1 E':i_fi

MiNH
PAC TINH DUQC PONG HQC P
Dt liu tir mGt nghién ctru don 1 gdm 5 bgnh nhan didu trj bénh viy nén véi 0,3 — 1,7g thuéc "

m§ calcipotriol 50meg/g cho thdy Xap xi 1% thudc duge hip thu. Tuy nhién, tong lugng dong vi
phéng xa dugc tim thy trong khoéng hon 96 git dao dong tir 6,7 — 32,6%, dugc cho 13 it hon
1% liéu dugc hip thu, sb liu t6i da hoa boi su phét quang chua duoc hidu chinh. Khong c6 dit
liéu vé sur phéin bd hoc bai tiét mé H tir phéi.

QUY CACH PONG GOTI:
Hop chira 1 tuyp x 30g.

PILU KIEN BAO QUAN: ]
Bao quéan noi kho mat, dudi 30°C. Tranh anh ndng, khéng dugc bao quan lanh.
BE THUOC TRANH XA TAM TAY CUA TRE.

HAN DUNG , )

Han ding: 24 thang ké tlr ngay san xuat.

Han dung sau khi m¢ nap lan dau: 6 thang.

86 16 san xudt (Batch No.); Ngay sdn xudt (Mfg. date); Han diing (Exp. date): Xin xem trén nhin
hép.

KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN.

TIEU CHUAN CHAT LUQNG CUA THUOC
Ti€u chuén chat lugng cia thude: BP 2023 + In house.
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TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Co sd san xuét:

AUROCHEM LABORATORIES (INDIA) PVT. LTD.

Plot No 8, Palghar Taluka IND. Co.-op. Estate Ltd., Boisar road, Tal. Palghar, Thane 401404,
Mabharashtra state, An D§.




