Thanh phan: Méi tuyp 10g kem béi da chua:
Crotamiton 1000mg
Ta dugc vd 10g

Chi dinh, cach ding, chéng chi dinh va cac
théng tin khéc: Xem trong t& hudng dan si
dung thudc kém theo.

Tiéu chudn &p dung: TCCS.
Bao quan: Nai khd, nhiét dé dudi 30°C.

DE XA TAMTAY TRE EM.
POC KV HUGNG DAN SUDUNG TRUGC KHI DUNG.

QISO10dO

op 1og Wa

RX Thuéc k& don

Hép 1 tuyp x 10g kem béi da

CROTOSIC Crotamiton 1000mg
R —

Co'sd'sdn xudt:

CONGTY CP DUQC PHAM HA TAY
Té dan phé sé 4, P. La Khé, Q. Ha Bong,
TP. Ha Noi.

THUSC DUNG NGOAI

]

SBK
5616 5X :
NSK

HD

RX Thuéc ké don

Hép 1 tuyp x 10g kem béi da

CROTOSIC Crotamiton 1000mg

Kem bé&i da

CROTOSIC

dung thudc kém theo.

-
[ at
RX Thudc k& daon Tiéu chusn ap dung: TCCS. - QUUC PH,{“N‘
CROTOSIC Bao quan:Nai khé, nhigtda dugi 30°C. \ ;
DEXATAMTAY TRE EM. [~
Thanh phan: M3i tuyp 10g kem béi da chia: TR . .
) BOCKT HUGNG DANSI DUNG TRUGCKHI DUNG.
C 1000mg N
Taduaerd 109 THUGC DUNG NGOAI
Chi dinh, cach ding, chéng chi dinh va cac 5513 5K -
thong tin khac: Xem trong to hudng din si HD

CRO Tos Ic Crotamiton 1000mg
R —.

CO'PHAN

Tuyp 10g




Thanh phan: M6i tuyp 20g kem béi da chfa: Tiéu chudn &p dung: TCCS.

Crotamiton N Nl sl e

Té dugcvd Bao quan: Nai khd, nhiét d6 dudi 30°C.

Chi dinh, cach ding, chéng chi dinh va céc PE XA TAM TAY TRE EM.

théng tin khac: Xem trong to hudng dan sir POCKY HUGNG DAN SU' DUNG TRUGC KHI DUNG.

dung thudc kém theo.

Dp Qg Way

JISOL0dO

RX Thuéc ké don Hép 1 tuyp x 20g kem béi da

c Ro Tos I c Crotamiton 2000mg

Co's&' san xudt:
CONGTY CP DUOC PHAM HA TAY I:l

Té dan phé s6 4, P La Khé, Q. Ha Déng,

TP. Ha Noi. SBK
5618 5K
. NSX
THUGC DUNG NGOAI HD
RX Thuéc ké dan Hép 1 tuyp x 20g kem béi da

c Ro Tos I c Crotamiton 2000mg

CROTOSIC

Kem bol da

cé’PHﬁ}.ﬂ,
DUOC PHAM

RX Thude ké don Tiéu chuin ap dung: TCCS.

Bao quan: Noikhs, nhigt 48 dusi 30°C.
CROTOSIC DEXATAMTAY TREEM. \

Thanh phan: Maituyp 20g kem bai da chia:

; BOC K¥ HUGNG DAN SUf DUNG TRUGC KHI DUNG.
G 2000mg

Taduiovd o ng  THUGC DUNG NGOAI
Chi dinh, cach ding, chéng chidinhvacic 50K -
théng tin khaec Xem trong ta hudng din si HD

dung thudc kém theo.

Tuyp 20g

CROTOSIC coiamiton 2000mg
/




I Tenthuie: XX CROTOSIC

2. Cac dau hiéu lru y va khuyén cdo khi ding thudc:
“Thudc nay chi dung theo don thudc”

“Pé xa tam tay tré em”

“Poc k§ huéng dan sir dung trede khi ding”

‘Thudc dung ngoai”

3. Thanh phén cong thirc thudc:

Tuyp 10g kem béi da Tuyp 20g kem béi da

Thanh phan duoc chdt | Crotamiton ........... 1000 mg | Crotamiton ........... 2000 mg

‘ Cetyl stearyl alcol, macrogol (6) cetostearyl ether, macrogol
Thanh phan ta duoc (25) cetostearyl ether, parafin long, nipagin, nipasol, propylen
glycol, nurdc tinh khiét.

4. Dang bao ché: Kem boi da

Mo ta: Kem mém min, dong nhat, mau tring dén tring nga.

3. Chi dinh:

- Giam ngra va kich tmng da trong céc trwong hop nhu: Chay nang, cham kho, viém da, di
{rng ndi mé day, man ngira, thiry dau, vét cén tring can.

- Diéu tri bénh ghe.

6. Cach dung, liéu dung:

* Cdch diing:

Thudc boi ngoai da.

- P61 v6i tac dung giam ngira: Boi mot 16p moéng thude 1én ving da bi ngrra.

- Pi véi diéu tri bénh ghé: Bénh nhan tam nuéc am, 1am sach va lau khé da, boi mot 16p
mong thudc 1én toan b co thé (trir mit va da dau) Can lwu ¥ nhitng noi ma cai ghé dic
biét wa thich nhu ¢ ke ngon tay, k& ngon chan, c6 tay, nach, co quan sinh duc. 0] ving da
c6 m, c6 thé dap mot 16p bang sau khi béi thude. Trong thoi gian diéu tri, c6 thé tam
trudc moi lan diung thude. Sau khi ngimg diéu tri, can tam that ky va thay toan bo chén
man, quén ao.

*Liéu ding:

- Giam ngura:

Nguoi 16n va ngudi cao tudi: Boi 2 - 3 1an méi ngay. Thube s& lam giam kich tmg trong 6
- 10 gi¢ sau khi boi. Khong co khuyén nghi dic biét & ngudi cao tudi.

Tré em: Thubc c6 thé dugc st dung cho tré em. Tuy nhién, déi véi tré dudi 3 tudi, viec
sir dung nén dwrgc giam sat y t& va khong nén ding nhiéu hon mét 1an mét ngay.

- Bénh ghe:

Nguoi 16n va ngudi cao tudi: Boi mot lan moi ngay t6t nhat la vao budi t61, trong vong 3

- 3 ngay. Khong co khuyen nghi dac biét & ngudi cao tuoi.

Tré em: Thude c6 thé duge sir dung & tré em. Pbi véi tré em dudi 3 tudi, nén tham khao
¥ kién béc sy trude khi st dung va khong nén dung nhiéu hon mét lan méi ngay.

7. Choéng chi dinh:

- Viém da tiét dich cép tinh.

- Qué man véi bat ky thanh phan nao cua thuéc.



8. Canh béo va thin trong khi dung thudc: : INC
- Tranh dé thuée t1e[) xtc véi niém mac miéng, mat hoic xung quanh/ mét vi Ilépxuc Vo\i
mi mit c6 thé dan dén viém két mac. Trong truong hop vé tinh dé thum: tlep”}mc AtGi ma‘t
hoic niém mac miéng can rira sach bang nuéc. \* \HA TAY --"f-f-;,;’

- Dang kem khong duoc chi dinh trong cac bénh viém da cap tinh, c6 dlCh 11 cung kh()ng
duoc ding trén cac vét thuong ngoai da do thudc 6 thé vao duong toan than, —

* Canh bdo vé thanh phan ta dwoc cia thuoc:

Propylen glycol: C6 kha nang gay kich ung da.

Nipagin, nipasol: Cé thé gay ra phan tng di ttng (c6 thé phan ttng muon).

9. S& dung thuoc cho phu nit co6 thai va cho con bu:

- St dung thuée cho phu nir ¢ thai:

Chua c6 nghién ciru day du vé sw an toan ciia crotamiton khi ding ngoai da cho phu nit
c6 thai. Vi vay khong nén st dung cho phu nir ¢6 thai, ddc biét la trong ba thang dau.

- Sir dung thuée cho phu nit cho con bii: Chua c6 nghién ciru vé viée crotamiton khi diing
ngoai da cho phu nit cho con bu c6 vao dugce sita me hay khong. Vi vay khong nén su
dung cho phu nit cho con bi trir khi ¢6 chi dinh cta bac sy va khong boi vao ndm vi va
ving da xung quanh

10. Anh huéng ciia thudc 1én kha ning lii xe, vin hanh may méc:

Thude khéng anh huong dén kha ning lai xe va van hanh may moc.

11. Twong tac, twong ky caa thudc:

* Twong tic ciia thuéc:

Chua c6 dit liéu vé twrong tac thude.

* Twong ky cia thuéc:

Do khong c6 céc nghién ctru vé tinh twong ky ciia thude, khong tron lan thube nay véi
cac thude khac.

12. Téac dung khong mong muén cia thuée (ADR):

Tac dung khong mong muén thudng duoc bao céo trong qua trinh diéu tri 1a ngira. Viém
da tiép xtic va phan mg qua man nhu phat ban, cham, ban d6, kich tng da va phi mach
c6 thé hiém khi xay ra.

Bang liét ké céc tac dung khéng mong mudn.

Tan suat ADR duwoc sip xép nhu sau: Rat thuong gip (ADR > 1/10); thuong gip (1/100
< ADR <1/10); it gap (1/1000 < ADR < 1/100); hiém gip (1/10000 < ADR < 1/1000);

rat hiém gap (< 1/10000), tan suat chwa 1o (khong thé ude tinh fir cac dir ligu co san).

Trong moi nhém tan suat, cac tac dung khong mong muén duogc sap xép theo thi tw giam
dan cua mitc d6 nghiém trong.

Réi loan da va mé dudi da:

It gap: Ngira.

Hiém gip: Viém da tiép xtic, man cam (nhw phét ban, cham, ban d6, kich tmg da, phu
mach).

* Huéng dan cich xiv tri ADR:

Ngung thuéc néu ngudi bénh bi kich tmg da nang hodc 6 biéu hién cia qua man do boi
thudc.

13. Qua liéu va cach xt tri:

— q‘\



- Triéu clirng qua i li¢u: Trong mrorng hop nuét phai, céc triéu chiing nh:te ir doe éap
c6 thé xuat hién nhu buén non, non va kich thich da day. Rat hiém mro’ng hgp,mat "2 ﬂﬁ‘i«c
va co giat. = PHAN
- Cacb xie tri: Loai bo phan thubc con chua duwoc hap thu & ong t1éu hoa nhlf Tt/ da dayf,
udng than hoat,... Diéu tri hé tro va diéu tri triéu ching. NN Y /)
14. Pac tinh dwgc luc hoc: : 10
Crotamiton la mot thube dlet ghe (Sarcoptes scabief) & ngudi va diéu tri t11eu chu'ng ngu’a
trén da. Co ché tac dung diét ghé va chong ngira chwa dwoc biét 16. Crotamiton ciing da
duoc dimg dé diét chay ran, nhung hiéu qua va do an toan cia thudc chwa xac dinh 6.
Crotamiton gay doc vé6i Pediculus humanus capitis (chay) va Pediculushumanus corporis
(ran). Dé diét chay ran trén dau, ding crotamiton 10% béi 1én da dau va dé trong 24 gio,
sau do rra that sach.
Crotamiton diéu tri tridu ching ngira do di tmg, do c¢én tring d6t, nhung hiéu qua cia
thudc dwa vao cac nghién ciru chra dwoc kiém chimg.
15.Pic tinh dwoc dong hoc:
Khéng c6 céc thong tin vé hap thu toan than cia crotamiton khi diing ngoai da.
16. Quy cach dong goi:
Hop 1 tuyp x 10g kem boi da
Hop 1 tuyp x 20g kem boi da
Mbi hop kem theo t& héng dan sir dung thudc bén trong.
17. Piéu kién bao quan va han dung, tiéu chuén chit lwong cia thudc:
- Bdo quan: Noi kho, nhiét d6 dudr 30°C.
- Han diing: 24 thang ké tir ngay san xuat.
- Tiéu chudn chat hro’ng TCCS.
18. Ten, dia chi cua co' s& san xuat:
Tén co'sé san xudt : CONG TY CO PHAN DUGC PHAM HA TAY
DPia chi: Té dan pho s6 4, P.LaKhé, Q. Ha Pong, TP. Ha Noi

DT: 024.33522203 FAX: 024.33522203

DT: 024.33824685 FAX:024.33829054
Hotline: 024.33522525




