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2) Mau nhén trén tube 10g

Han dung sau khi mé& nap:

Co s san xuét: % Thinh phin: M6i Tuyp 10g kem chira
% CONG TY TNHH puge m NASAKI Azelaic acid 20% (wiw)
Q Sz
L EB, E9, Cym Céing Nghiép da nghé Bing Tho, 22
NASAKI -4 Chi @inh, liéu ding, chiing chi dinh va céc thing tin khic:
Xa Dong Tho, Huyén Yén Phong, Tinh Béc Ninh. o i L e
L~ 33 Bao quén: Trong bao bi kin, khd mdt, trénh dnh sédng.
E. m $ Co s& phan phéi: E m éz TR 30’
SR CiGTorNDITCrA | SR £ DEXATAMTAYCUATREEM
m s zrsase Dia chi: Knu d6 thi Lac Héng Phic, =4 DOC KY HUONG DAN TRUOC KHI SU DUNG
o aong Yen, vicham | KHONG DUNG QUA LIEU CHI DINH
Tiéu chuén: TCCS SDK/Reg. No.:
L8 SX:
Ngdy SX:
Han sir dyng:
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LBSX:
Ngay SX:
Han sirdyng:

T

Co s& san xuit: Thinh phén: Mdi Tuyp 5¢ kem chiva

m TY TNHH DUGC ""'-‘m B L' gg Azelaic acid 20% (wiw)
E8, £9, Cum Céng Nghép da nghé Dng Tho, 5
D=3 Bl guda: 100 beo b i mommnmdnn it 35

\ 40 (B i oss dudi 30°C

| . o s& phan phbi: =g .

. { X Lima s s CMGTYCgPHANDUQC PHAM 2«33 DE XA TAM TAY CUA TRE EM
* o} ;.;-—— # f';':m‘szm a Ih| Lac Héng Phiic, 2 DOC KV lll.llNG DAN TRUOC KHi SU DUNG
W SSSES e OGO 6 o

Tiéu chuan: TCCS
L8 5X:

Ngdy SX:

Han sir dyng:

Han dung sau khi mé nép:
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Rx_Thudc nay chi ding theo don thuéc
TO HUOGNG DAN SU DUNG THUOC

1. TEN THUOC: MAKESEVEN
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Dé xa tim tay tré em
Doc k¥ huéng din st dung trude khi ding
Théng bao ngay cho bac hodic dugc si nhing tac dung khong mong mudn gip phai khi sir dung
thudc. Néu cin thém thong tin xin héi ¥ kién béc si hodc duge si
3. THANH PHAN CONG THU'C THUOC:
Cho 1 don vi dong géi nhé nhét:
Thanh phan hoat chat: Mdi Tuyp 5g/ 10g kem chira Azelaic acid 20% (w/w)
Thanh phén ta duge: Dau parafin, Cetyl alcohol, Cetyl steryl alcohol, Sorbitan monooleat
(Span 80), Polysorbat 80 (Tween 80), Propylen glycol, Natri Edetat (Na EDTA), Methyl
paraben (Nipagin), Propyl paraben (Nipasol), NuGc tinh khiét vira di 1 Tuyp.
4. DANG BAO CHE: Kem bdi da
M5 ta dang bao ché: Kem mau tring sira, ddng nhat, khéng mui, khong chay long & 37°C,
khong dinh vao da khi boi.
5. CHI PINH:
Piéu tri tai chd mun trimg c4 thong thudng (mun dau den, diu tring) va mun tring ca (ndt sén,
mun mu)
6. LIEU DUNG VA CACH DUNG:
* Cach dung:
Dung ngoai da. Tru6e khi sir dung thude, da phai duge lam sach bing nudc va lau kho, c6 thé
sir dung chét lam sach da nhe.
* Liéu dung:

Rira sach viing da can diéu trj va dé& kho, béi mét 16p thudc mong va thoa k§ hai 1An méi
ngay (sang va t6i). Lugng kem theo khuyén cdo cho 2,5 cm (khoang 0,5g) 1a vira di cho toan
bo ving mit. Néu dé didu trj cac khu vuc khic (ngoai ving miit), vi du nhu ngyc va lung,
lugng kem béi cén diéu chinh cho phu hop.

Bénh nhén ¢6 lan da nhay cam chi nén sir dung thudc 1 1an/ ngay (vao budi t6i) trong
tudn didu trj du tién va sau do tang 1én sir dung 2 lan mdi ngay.

Thoi gian sir dung thudc thay doi tiy theo timg ngudi va theo mitc d§ ndng cua bénh.
Théng thudng, cac tén thuong do viém dugc cai thién rd sau 4 tudn diéu tri. Dé dat dugc higu
qua tot nhét, nén sir dung thudc lién tuc trong khoang thoi gian vai thang (xem phan: Pic tinh
dugc hoc)

Piéu quan trong 13 tiép tuc sir dung thudc thudng xuyén trong sut thoi gian diéu tri.
Tuy nhién trong truong hgp kich tng da khéng thé chiu dyng dugc (xem phan: Téc dung
khéng mong muén), nén giam lwgng kem mdi lan sir dung hodic giam tin sudt sir dung thude
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xudng mdi 1in mét ngay cho dén khi hét kich tng. Néu can thiét, c6 thé tam dimg viéc diéu tri

trong vai ngay.

Sira dung thudc véi truong hop dic biét

-Tré em

Tré em tir 12 - 18 tudi: khong can didu chinh liéu khi diing thude

Vi tinh an toan va hiéu qua kem MAKESEVEN ¢ tré em dudi 12 tudi chua duge xac dinh. Vi
véykhoéng nén dung thude

-Nguoi gia

Chua c6 nghién ctru ndo dugc tim thdy & bénh nhéan tir 65 tudi tré 1én.

-Bénh nhdn suy gan

Chua c¢6 nghién ctru nao dugc tim thiy & nhirng bénh nhan suy gan.

-Bénh nhdn suy than

Chua c6 nghién ctru nao duge tim thiy & nhitng bénh nhén suy than.

7. CHONG CHI PINH:

Bénh nhin qua min cam véi bit ky thanh phén nao cua thude.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Chi sir dung bén ngoai

Cén thén trong khi sir dung thudc dé tranh tiép xuc véi mit, mi¢ng va cac mang nhay khac,
bénh nhén nén dugc hudng din phit hep. Trong trudng hop vé tinh tiép xic mét, miéng hodc
céc mang nhay khac bi anh hudng phai dugc rira sach nhiéu lan bang nudc. Néu kich (g mit
van con, bénh nhin nén tham khao y kién béc si. Nén rira sach sau mdi lan thoa thude.

Sau khi dwa thudc ra thi truong c6 bdo cdo ring tinh trang trim trong hon & bénh nhan hen
suyén c6 st dung acid azelaic.

Canh bao ta dugc

- Thudc chira propylen glycol: Propylene glycol c6 thé gay kich (mg da. Khéng ding thude nay
& tré so sinh dudi 4 tudn tudi c6 vét thwong ho hay trén dién rong ciia da khong lanh ldn hodc
bi ton thwong (nhu bong) ma khong hoéi y kién béc si hodc duge si.

- Thude c6 chira cic paraben (methyl paraben (nipagin), propyl paraben (nipasol)): c6 thé gay
céc phan (g di tmg (c6 thé xay ra chim).

- Thude ¢6 chira cetyl alcohol, cetyl steryl alcohol: C6 thé gy cac phan (g tai chd trén da
(nhu viém da tiép xuc).

9. SUDUNG CHO NGUOI MANG THAI VA CHO CON BU:

Khéng c6 dit liéu vé sir dung thude trén phu nit ¢ thai va cho con bi, chi nén dung thude néu
loi ich vuot trdi so véi nguy co

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua c6 biing chimg vé anh hudng cua thude 1én kha ning l4i xe, van hanh may méc

11. TUONG TAC, TUONG KY CUA THUOC:

Twong tic thude:

Tranh bdi cac loai thudc khac ciing thude trir khi c6 chi dinh ctia bac si.

Tranh ding cac san pham c6 thé gay kich tmg da nhu xa phong, chit tdy rira, san phdm c6 con,
huong liéu, chit lam se da hodc xtt (NaOH).
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Nén tranh céc thirc in cay, néng, d6 ubng c6 con, vi c6 thé giy dé da khi didu tri bing thubc.
Twong ky thude:

Do khéng c6 cic nghién ciru vé tinh twong ky cta thude, khong tron 1an thude ndy véi céc
thudc khac

12. TAC DUNG KHONG MONG MUON (ADR):

Céc phan ung kich tmg da nhét thoi (ngira, néng rat hodc nhu kim cham) doi khi xay ra,
thuong khi bt dau ding thudc. Tuy nhién, céc kich img nay thudng gidm di sau mét thoi gian.
Thudng gip: Sung, dau, khé da, réi loan sic té da hodc kich img tai vi tri diéu tri.

It gip: Da nhon, myn trimg ca hay bi méit mau da, ngtra, viém da.

Hiém gép: viém mdi, eczema, viém loét, phan (g di ing, phat ban tai vi tri diéu tri, lam ning
thém céc triéu chimg hen suyén.

Ngimg sit dung va théng bao ngay cho bac si hoic dugc si néu co tinh trang di img nhur phat
ban dé c6 nhimg bién phap kip thoi xir ly.

Théng bao ngay cho bac si hodc duge si nhirng phan g c¢6 hai gip phai khi sir dung thuée
13. QUA LIEU VA CACH XU TRI:

Céc trigu ching khi qua lidu c6 thé gip bao gdm céc tac dung phu cua thudc & mirc d6 nghiém
trong.

Khi bi qua lidu, can ngung dung thudc va dua bénh nhan dén cac co s& kham chira bénh gé‘m
nhét dé diéu tri kip thoi.

14.DUQC LUC HOQC:

Ma ATC: D10AX03

Nhém duge ly: cac thude tri mun khac diing ngoai da

Tac dung khang khuén va anh huéng tryc tiép dén chimg ting simg héa nang 16ng duge
cho 12 co s& cho hiéu qua diéu tri ctia thude v6i mun trimg ca.

V& mit l1am sang, ngudi ta quan sat thiy c6 sy giam dang ké mat do khuén lac clia
Propionibaeterium acnes va giam dang ké ty 18 acid béo ty do trong lipid bé mit da.

In vitro va in vivo, acid azelaic trc ché sy ting sinh cua té bao sirng va binh thuong héa
qué trinh biét hoa biéu bi giai doan cubi bi réi loan trong mun trimg cé. Trong mé hinh thi
nghiém trén tho, acid azelaic diy nhanh qué trinh tiéu nhan mun do tetradecane gay ra.

Trén lam sang, thoi gian diéu trj lién tuc c6 thé 1én dén 1 nam.

15. DUQC PONG HOQC:

Sau khi boi kem 1&n da, acid azelaic thdm vio tat ca cac 16p da ngudi. Sy thim nhédp vao
da bi ton thwong nhanh hon so véi da lanh. Téng cong 3,6% liéu dung duge hip thu qua da sau
khi dwgc dung 1 lidu duy nhat 1g acid azelaic (tirc Sg kem).

Mot phén acid azelaic dugc hip thu qua da va duoc dio thai dudi dang khong bién dbi
qua nude tiéu. Phan con lai duge chuyén héa qua qua trinh beta — oxy héa thanh céc acid
dicarboxylic chudi ngén (acid carboxylic C7, C5) ciing duge tim thdy trong nudc tiéu.

16. QUY CACH PONG GOI:
Hop 1 tuyp 5g/10g kem, Tuyp nhém, kém don hudng din sir dung.
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17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:

Piéu kién bao quan: Noi khé mat, tranh 4nh sang, nhiét d§ dudi 30°C

Tiéu chuén 4p dung: TCCS

Han ding: 36 thang, ké tir ngay san xuit. Han dung sau khi mé nép: 30 ngay.

18. TEN, PIA CHI CO SO SAN XUAT:

San xuit trén day chuyén dat tiéu chudn GMP-WHO tai:

CONG TY TNHH DUQC PHAM NASAKI

Dia chi: Lo E8, E9 Cum céng nghiép da nghé Dong Tho, xa Pong Tho, huyén Yén Phong,
tinh Béc Ninh, Viét Nam.
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