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1. TENTHUGC:
RX THUGC NAY CHIDUNG THEO BON THUGC

Derilaxan

2.CACDAUHIEU LUU Y VAKHUYEN CAC KHI DUNG THUOG:

PEXATAMTAY TREEM

BOC KY HUONG DAN SUDUNG TRUGC KHIDUNG

THUOC DUNG NGOAI

3. THANH PHAN CONG THUC THUOG:

Thanh phén dugr chit:

Clindamyein (dwdi dang Clindamycin phosphat) 1% (wiw)

Benzoy! peroxid (duéi dang Hydrous Benzoyl peroxid) 5% (w/w)

Thanh phan ta duge: Dinatri laureth sulfosuccinat, sepineo PB00, dinatri edetat,
poloxamer 407, glycerin, diethylen glycol monoethyl ether, dimethicon, aerasii 200,
natri hydroxyd, nudc tinh khiét.

4, DANG BAO CHE: Gel bai ngoai da. Gel mau tréng dye dén hoi vang, 88ng nhit,
khing bj chéy Idng, dinh vao da khibbi.

5.CHIDINH:

Thube duge chi dinh dé didu tri tai chd mun trisng c4 théng thirong & mirc dd nhe dén
trung binh, d4c bigt 13 cac tdn thuong viém & ngudi 16n va thanh thidu nign te 12 tudi
tré 1én.

Can xem xét hung dén chinh thircvé vide sir dung hop Iy cdc chatkhang khuan.

6. CACH DUNG VA LIEU DUNG:

Liéu dung:

Nguroi 16m va thanh thiéu nién (tir 12 tudi trv1én)

Mén boi Derilaxan |&n toan b ving da bj bénh mdi ngay 1 13n vao budi tdi.

Can khuyén céo bénh nhén rang viéc boi qua nhiéu thube khéng nhiing khéng lam
tang higu qua méa can co thé 1dm tang nguy co kich Ung da. Néu tinh trang da kho
ho&icbong tréc qua mie. nén giam s6 [an bai hodc tam thai ngiing st dung thube.
Higu qua didu tr trén cac ving da tdn thuong bi viém va khang viém cé thé dat dugc
sau khoding 2 dén 5tuln st dung thudc,

Tinh an toan va higu qua cta thudc chua dugc nghién clru qua 12 tudin trong cac thir
nghiém &m sang v& mun triing c4. Do d6. diéu tr bang Derilaxan khéng nén siv dung
lién tye qua 12 tuan.

Tréem

Tinh an toan va higu qua cua thube chua duge xac dinh & 1ré em durdi 12 twbi, vi vay
khéng khuyén co sir dyng Derilaxan cho tré & d6 tudi nay.

Nguwoi cao tudi

Khéng co khuyén cao dic biél nao khi sir dung thube cho déi tugng ngudi cao tudi.
Cach ding:

Chiding ngoai da.

Né&n bbi 1 Iép méng Derilaxan sau khi rira sach nhe nhang bang sira nira méat dju nhe
va lau khé hoan toan. Néu gel khdng thdm vao da dé dang ca thé do béi thudc qua
nhiéu.

Nén rira tay sau khi béi thude.

7. CHONG CHiDINH:

Khéng ding Derilaxan cho nhirng bénh nhin qua mén cdm véi clindamycin,
lincomycin, benzoyl peroxid hodc véi bt ky ta durge ndo cb trong thude.

8.CANH BAO VA THAN TRONG KHI DUNG THUGC:

- Tranh dé thubc tiép xde v miéng, mat, mél, cac niém mac, cac ving da bj kich ing
hodc bj tréy xudre. Thin trong khi boi 1én ving da nhay cdm. Trudng hop v y bitiép
xUc wéi cac ving nay nén rira sach bang nurdic.

- N&n than trong khi sir dung Derilaxan & nhirng b&nh nhan cb tidn s viém rudt wrng
viing hodc viém loét dal trang hodic cb tién sir viém dai trang do ding khang sinh.

- N&n than trong khi st dung thube & nhirng bénh nhén bj dj ing, nhing ngudi co thé
bjkho dathém

- Trong nhirng tuin déu diéu tri, tinh trang da bong tréc va mén da sé tang |1én & phan
I&én bénh nhan. Tiy vao mic 4 cla tac dung khéng mong muén nay, bénh nhan cé
thé sir dung loai kem dudng am khang gay mun, tam thér gigm sé 1an boi thube hodc
tam théi nglrng sir dyng thude. Tuy nhién, hidu qua dibu tri khi bai thude voi tan sudt it
hon 118n mdi ngay chua dugc xac dinh.

- Thén trong khi ding déng théi vai liéu phap tri mun tai chd khac vi cd thé xdy ra tinh
trang kich (rng tich Iy, d8i khi cé thé nghiém trong, dac biét 1a khi s dung cac chit
lam 1t da, troc valy hodc lam bao mon da,

- Néu xay ra tinh trang kich (ng tai chd & mirc do nghiém trong (vi dy: ban do nang,
khé va ngira trdm trong, chdm chich/bdng rat nang), nén ngleng st dung thube.

- Do benzoy! peroxid ¢6 thé lam tang nhay cdm véi dnh sang mét trai, khéng nén
diing dén circ tim va nén tranh hoac gidm thigu vigc tigp xic lu dai voi anh nang mét
trivl. Khi khdng thé tranh khol vige tiép x0c voi énh nang gay gat, cén khuyén bénh
nhan nén sirdyng cac san pham chdng ndng va mac quan &o bac hj.

- Néu da bénh nhan bi chay ning cAn duore dieu tri trudc khi sl dung Derilaxan,

- Néu tidu chay kéo dai nghiém trong hodc bénh nhan bj dau quéin byng, nén ngling
didu tri ngay l4p tirc vi 46 cé th& Ia triéu ching cla bénh viém dai trang do ding khang
sinh. Cén tién hanh cac phuong phép chan doan thich hop nhu xac dinh ddc 6 do
Clostridium difficile, néu cin thiét nén néi soi 8al trang va can nhic cac lia chon didu
tri viém daitrang. )

- San pham ca thé lam mat mau tée hodc vai cd mau. Tranh aé thubc tiép xuec véi toc,
viil, 88 dac hodctham.

Khéng clindamycin

Nhirng bénh nhan vira s dung clindamycin hodc erythromycin tal chd hodc toan
thén cé nhidu kha ndng cd sdn vi khuan Propionibactentm acnes va hé sinh vat cong
sinh khang véi khang sinh.

Khéng chéo ‘ )
Khang chéo cb thé xdy ra véi cac khang sinh khac nhu lincomycein va erythromyein
kh;dso dyng don Irj ligu béng khang sinh {xem phan 11. Tuong téc, tuong ky cla
thudc).

9. SUDUNG THUOC CHO PHY NIJ CO THAIVA CHO CONBU:

Thoi ky mang thai

Khéng co dir iéu day du vé viée sir dyng thube & phy nir mang thal, Cac nghién cuu
vé sinh sén & dong vat chua duge thyc hién véi thuée chiva dlindamycin va benzoyl
peroxid hodc benzoyl peroxid. D@ liéu vé viéc sir dung riéng biét clindamycin hodc
benzoyl peroxid & phy nr mang thai con han ché. DI ligu to mét 58 it phy N mang
thai dung clindamycin trong ba thang du cho thay khéng cb tac dung phu nao cia
clindamycin doi voi thai ki hodc sire khée clia thai nhiltré so sinh,

Cac nghién ciru vé sinh san & chuft c&ng va chudit nhat, str dyng clindamycin dudi
da va duding udng, cho thdy khdng ¢6 bang chiing nao vé suy giam kha néng sinh
san hodc gay hai cho thai nhi do diing clindamyecin.

Tinh an toan cba thudc khi diing cho phy ni¥ mang thal chira duge xéc djnh. Do a6,
thude chi nén dugc ké don che phy n mang thal sau khi dugc bac s danh gid can
thén giGa i ich mang lgi va nguy co co thé xay ra.

Théi kj cho con b

Chura cé nghién ciru vé viéc dang thude clindamycinfbenzoy! peroxid tai ch trong
thiri ky che con bo, Mirc 6§ hap thu qua da ctia clindamycin va benzoyl peroxid thip,
tuy nhién chua biét li¢u clindamycin hodic benzoyl peroxid cé dwgc bai tiél qua sTa
me sau khi béi tai chd hay khdng. D4 cé bio cda vé dindamycin bai tiét qua sa me
khi diing dudng uéng va durdng tiém. Do do, chi nén st dyng thudc trong thén ky cho
con bu néu lgi ich mong mudn vuot trdi cée nguy eor tiém &n déi v tré sor sinh.

Néu si¥ dyng trong thér ky cho con bil, khéng nén béi thube lén viing va aé tranh dora
tré vd tinh nudt phai thude.

Khé nang sinh san

Khéng co dir ligu vé dnh huéng ctia thube dén kha néing sinh s&n cla con ngwdi.

10. ANHHUGNG CUATHUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua c6 béng chirng vé anh huéng cia thubc 1én kha néng ai xe, van hanh may

11. TUONG TAC, TUONG KY CUATHUGC:

Tuong tic thude

Chura cd nghién ciru chinh thire nao vé twong tac thude - thubc duge thire hign., [
Nen than trong khi st dyng 9dng thevi véi céc thuéce khang sinh tai chd, xa phong|
1am sach, cac my pham lam kho da va cac sén pham ¢ ndng d¢ cén cao val
chétlém se da nbng d¢ cao vi cothé gy kich tng lich Iy.

Khéng nén diing thuée két hop véri céc san pham co chiva erythromycin do cé th
ra sy ddi khang ctia thube vei clindamycin, :
Can than trong khi diing dong théni véi céc thube e ché thiin kinh co do clindamyci
da 6ugrc chirng minh 1a 6 d4c tinh re ché thén kinh car, ¢ thé lam tang tac dung cla
céc thube e ché than kinh co khac.

Neén tranh s( dyng d8ng thei vitretinoin, isotretinoin va tazaroten vi benzoy! peroxid
cé thé Iam giam hiu qua va tang kich Ung cUa cac thudc nay. Néu can didu trj két
hop, cac sén pham nén dugc 0 dung vao cac thei diém khac nhau trong ngay (vi dy:
mpt thuce diing vae budi sang, mét thudc diing vao budi i),

Sir dyng dong thiri céc thube oo chira benzoyl peroxid tai chd va cac thudc oo chiva
sulfonamid cé thé dan dén thay d&i mau da va long mat tam thei (vang/cam).

Tuong ky cda thude

Do khéng cé céac nghién ciru v tinh twong ky cla thube, khéng trén 1&n thuée nay vai
cacthubckhac.

12, TAC DYNG KHONG MONG MUON CUATHUGC (ADR)

Cac tac dyng khéng mong muén cta thube béi dang phéi hep clindamycin/benzoyl
peroxid bao gém cac téc dung khéng mong mudn @a dugc bao cdo cho dang don Ié
céc thanh phén benzoyl peroxid hay clindamycin dwec trinh bay tém tat duoi day.
Cac tac dung khéng mang mudn cia thude dugc it ké theo loai hé théng co quan va
theo tan sual. Tan sual dugc xac dinh nhu sau: rdt thuang gép (21/10); thudng gap
(21/100 va <1/10); it gép (21/1.000 va <1/100); hiém gap (>1/10.000 va <1/1.000) va
chua xéc dinh (khéng thé udre tinh tr di lidu cd s8n).
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MAU TO HUONG DAN SU DUNG THUGC (MAT SAU)

Ngoai cac tac dyng khong mong muén duoc bao cao trong bang trén, trong thd
nghi&m lam sang then chdt sir dyng gel clindamycin 1%/benzoyl peroxid 3% bdi L3l
ch&, phan (ng nhay cam véi anh sang tai vi tri bdi cing dugc bao caophdbién,

Bang téng hop mé ta mirc dp thuyén giam trung binh tinh theo ti I¢ phan trdm
ctia tén thuong so véi tinh trang ban dau sau 11 fuin

Trong trrémg hop vé tinh nudt phi clindamycin 1%/benzoyl peroxid 5%, ¢ thé gép
cac tac dyng khong mong mudn trén duéng tigu hoa twong ty nhu tée dung khang
meng mudn khidiing clindamycin toan than,

Cach xitri

Ciin tién hanh cac bign phap didu tri triéu chimg thich hop 88 gidm kich Ong do sir
dyng qua murc.

Khi v tinh nut phéi thuéc nén tién hanh diéu tr dya trén biéu hién lam sang hodc
theo khuyén cao ciatrung t3m chéng ddc qubcgia, néu co.

14, DAC TINHDUDC LIJC HOC:

Nhém dupe Iy: Clindamycin, dang phoi hgp.

M3 ATC:D10AF51.

Clindamycin

Clindamyetin la mdt khang sinh thugc nhém lincosamid ca tac dyng kim khuan doi véi
vi khudn gram ducng hiéu khi va nhiéu chung vi khuan ky khi, Cac lincosamid, vi dy
nhu clindamyein gan v&i tidu don vi 50S ribosom cla vi khuan nhay cam va Uc ché
giai doan dAu cia qua Irinh tdng hop protein. Tac dyng cho yéu cua clindamycin &
kim khudn, & ndng do cao ca thé co tac dung digt khudn cham ddi véi cac ching nhay

cam.

Mac dd, clindamycin phosphat khdng ¢ hoat tinh in vitro, nhung trén in vivo hop chat
bi thity phan nhanh thanh clindamycin 6 hoal tinh khang khuan. Hoat tinh cla
clindamyein & dugc chirng minh lam sangtrén muyn tréng ca cia benh nhan bjmyn
tring ca & ndng 66 40 dé co tac dyng chang I3l hau hét cac chiing Propionibacter
acnes. Teén in vitro, clindamycin ac ché ching Proplonibacteria acnes {néng db (e
ché (i thisu MIC 0,4mcg/ml). Acid béo t da trén bé mat da da giam tir khodng 14%
xuéing 2% sau khi sirdyng clindamycin,

Benzoy! peroxid

Benzoyl peroxid cé tac dyng tidu sirng nhe @i vari myn trifng cé & moi giai dogn phat
trién clia ching. Benzoyl peroxid 1 mat chat oxy hoa ca hoat tinh digt khuéin chéng lai
Propionibacteria acnes, sinh vat co lién quan dén mun trimg c4. Hon nira, nd con co
tac dyng kigm ché ba nhém, chéng lai vige san xuAt ba nhén qua mire lign quan dén
mun trirng ca.

Derilaxan cé sy k&t hop gitra déc tinh tidu sing va khang khuan nhe, cé tac dung
chéng lai cac 16n thuong viém do myn tring ca@ théng thuéng & mirc 3 nhe dén
trung binh.

Ty Ié khang thudc méc phai co thé khiac nhau vé mat dialy va thii gian 85i vl cacloal
guoclua chon. Cin cé thang tin vé tinh hinh khang thuéc tai dia phuong, dac bigtkhi
diéu tri cac bénh nhiém khuan néng.

Vigc phbi hqz: benzoyl peroxid trong clindamycin 1%/benzeyl peroxid 5% lam gidm
kha nang xuat hién cac vi khuan khang clindamycin.

Viéc phai hop hai hoat chét trong mét san pham sé thudn tién hon va dam bdo sy
tudn thi ding thude cla bénh nhan.

Higu qua 1am sang v an todn . i
Trang 5 nghién ciru 1am sang ngAu nhién, md @61 trén 1318 bénh nhén b myn trirng

ca ving da mét voi 2 loal thn thuong viém va khong viém, 396 ngudi s dung
clindamycin 1%/Menzoyl peroxid 5%, 396 ngudi st dyn benzoyl peroxid, 348 ngu_ai
<0 dung clindamycin va 177 ngui s dung ta dugc. Tien hanh dung thubc méi ngay
métI4n trong 11 tuAn, bénh nhan duoc danh giamicdd tdn thuong vao tudnthir 2, 5,
Bva1l,

Mirc d6 thuyén gidm trung binh tinh theo ti e phin tram clia tht cd cac tbn thueng sau
11 tuAn diing thude Ao mb ta trong bang dudi day:

Ngoai céc tac dyng khéng mang muon da dugc béo cao o frén, dau ddu va dau tai v
iri boi thubc cong thuong dirge bdo c4o trong cac nghién ciru chi sir t‘;f:ngi Mohvin(| Nobiln | Bghiii | Nt | el
clindamycin b tai ché. 1 5: bty 152 s e
Dungnap taichd (n=120 l:!; 152 1o fip 4
Trong 5 thir nghiém [am sang st dung clindamycin 1%/benzoyl peraxid §% dang gel, LD | e | et [inm 00
t4t c& bgnh nhan dugc phan loal mic do ban do, bong trdc, rat va kho da ving méat Tén thwong viém
ihaeo céc cglp d6:0 =amc¢. 1d=énhe.2 = trung binh "s; =néng. Ty & bénh nhan co Cind oy
c4c trigu chirng nay khi didu trj (thoi diem bat d&u nghién clru) va trong thel incanmycn
gian dl%u tri nhie sau: - J e benzoyl peroxid 5% % . - w o2
Panh gia dung nap tai chd cho cac d6i twong (N=337) trong nhém ding gel :
clindamycin 1%/benzoyl peroxid 5% trong nghién ctru giai doan 3 N Benzoyl peroxid 36 37 32 57 L
Trwde khi didu tri Trong théi gian didu tri oo o] i » o - 3
Ta duge 19 0,4 9 2
Nhe T;;";‘g Ning | Nhe | TM"9 | Nang 2 s
n binh Tén thwong khéng viém
Ban do 28% % 0 26% 5% 0 Clindamycin 1%/ 27 a7 24 39
Bong da &% | <1% 0 17% | 2% 0 et eamic 8% =
Rét da % | <1% | o 5% | <% | 0 Benzoy) peread = 3 i " =
Kho da 6% | <1% | 0 | 15% | 1% 0 e 4 i n b i
Ta dur o -
Béo cao cac tic dung khéng mong mubn nghingo e : : - - %
Bao cao cac tac dyng khdng mong mudn sau khi cfp phép luru hanh sén phim thuée Téng tén thuong (tén thwong viém va khéng viém)
a rél quan trong. Biéu nay cho phép tiép tuc theo ddi lgi ichinguy co cla san pham
thubde Clindamycin 1%/ 41 4
Thong bao :g;n bac s hofic dupe sTnhing téc dung khéng maong mudn gép phéi khi benzoyl peroxid 5% £ - B
strdung thudc. ; 23
13. QUALIEUVA CACH XU TRI: rakeiriel oo s = s i baa{ <IN
Qua héu Clindamycin 1 22 N
Str dung qué mirc clindamycin 1%/benzoyl peroxid 5% co thé dan dén kich (ng . = - i ::,\
nang. Trong trudmg hop ndy, nging ding thudc va doi cho Gén khi da hbi phuc. T duoc 1 A 22 ) 1 [\
Théng thurémg, benzoyl peroxid bdi tai chd khong duge hép thu di de gay ra tacdung —— | %
toanthan. . - * Nghién ciu then chot NG 7 /3
f:;é_& clindamycin tai chd quamirc cé thé diin dén sy hdpthu d) aé glyratacdyngloan  Syrkhac bigteé y nghia thong ké duve in dgm. G2/5
an. Mrc 66 thuyén gidm trung binh tinh theo fi 1§ phén tram cla tat cé cac tén thuyn@

nhém st dung clindamycin 1%/benzoyl peroxid 5% I&n hon dang ké so vari nhom
dyng clindamycin hay nhém ding 14 dugc trong c 5 nghién ciru. Sy cai thig n
sélt duore khi strdyng clindamyein 1%/benzoyl peroxid 5% Ién hon rd rét so vor khi st
dung benzoyl peroxid, nhung sy khac bigt khong dat dugc y nghia thong ke trong cac
;%mén clru rigng 18.

i v eae tdn thurong viem, clindamyein 1%/benzoyl peroxid 5% cd tac dyng vuol
tri dang ké so véi ding clindamycin don @3¢ trong 4/5 nghién ciru va so véi dling
don dic benzoyl peroxid trong 3/5 nghién cru. Bidi voi cc 1én thuong khang kem
viem, clindamycin 1%/benzoyl peroxid 5% co tac dung tt hon dang ke so vari diing
don ddc clindamycin trong 4/5 nghién ciru va cé xu hirang 16t han so voi chi s dung
benzoy| peroxid.

Si dyng clindamyein 1% benzoyl peroxid 5% dugc béc sidanh gié |a cai thign toan
dign trong didu Iri mun Iring cé va tét hon dang k& so ver chi ding benzoy! peroxid
hasc clindamycin trong 3/5 nghién cou.

Higu qua trén cac tén thueng viém nhin thay ré rang tir tun didu tri thir 2. Téc dung
(rén cac tbn thurong khong viem oo nhidu thay d8i hon, hiéu qua thuémg thy ré sau 2
- 5tudn didutr.

15, DAC TINH DUGC OONG HOC:

Trang mét nghién ciru vé kha nang hap thu t6i da qua da, néng dé trung binh cla
clindamycin trong huyét trong trang 4 tuén ding thuée clindamycin 1%/benzoyl
peroxid 5% 4 khéng dang k& (0,043% liéu ding).

Sur ¢ mét cia benzoyl peroxid trong céng thirc khdng anh huéng dén sy hép thu
qua da cia clindamycin.

Céc nghién clru nhan cd ght danh d4u phéng *a chi ra réing sy hap thu qua da cla
benzoyl peroxid chi co the xay ra sau khi chuyén thanh acid benzoie. Acid benzoic
chiyéu duere lién horp dé tao thanh acid hippurie, duge bai tiét quathan.

16.QUY CACH DONG GOI:

Hop 01 tuyp 10 hpp 01 tuyp 154 hép 01 wyp 30 g {tuyp nhom).

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA
THUQC:

Bidu kién baa quan: Bao quan thubctrong tl lgnh (2°C 6én 8°C), khéng dé dong da.
Sau khi mé nép: Bao quan thue & nhiét 86 khéng qua 30°C.

Han diing: 24 thang ké Lir ngay sén xuat.
Sau khi mé& nép: 2 thang ké tir ngay m& nép.
Khéng dling qué thoi han in trén bao bi.
Tiéu chuén chatlwgng: TCCS,

18. TEN, DIA CHi CUA CO S8 SAN XUAT:

CO SODANGKY:

CONG TY TNHH DUQ'C PHAM HQ
Sé 228 C5 khu d6 thi mai Bai Kim, phueng Bai Kirg, .
PT: 024 36686300 o5 I' C .{j PHA N YO

0 SO SAN XUk — 'y ;;k DUCC PHAM |+
CONGTY CO PHAN DUQIC PHAM TRUNG UONG2, 712 )
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