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Manufacturer/cd sd san xuat:
Replek Farm Ltd. Skopje.
Kozle 188, 1000 Skopje,

Cong hoa Bac Macedonia. BAR CODE

30 g cream 50/0

NAFAREIN 5o mg/g

Ketoprofen

meq e |
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NAFAREIN 50 mg/g COMPOSITIO
Hop 1 tuyp 30g.

Thanh phén: MBi tuyp 30g chifa ketoprofen 1,59 (5%

Dang bao ché: Kem bl ngoai da.

Chi dinh, cach dung, chang chi dinh va 'ang tin khac: xem trong L8 hudng da ng kém theo

Bao guan duti 30°C.

Tiéu chudn chat lugng: TCCS

LSX, NSX, HD: xem Batch Date, Exp. Date trén B30 bi. Han dung 13 Rgay cudi cling cba théng

hét han. SEK:

Thuoc dungngoai. Boc ky hudng dan sif dung trude khi ding. P& xa tam tay tré em.

30 g cream

NAFAREIN 50 mg/g

Ketoprofen

D replek
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30 g cream 50/0

NAFAREIN 50 mg/g s

Each 30g tube contains ketoprofen 1,59
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NAFAREIN 50 mg/g
(Kem boi ngoai da ketoprofen 50 mg/g)

1. THANH PHAN CONG THUC THUOC
Maéi tuyp 30g chia:
Thanh phén dwec chit: Ketoprofen...........oovvvmemeeueiniceeceeeeeeeees oo, 1,5g (5% kl/kl)

Thanh phin ti dwoc: Emulgade SE-PF (chira glyceryl stearat/ ceteareth-20/ ceteareth-12/
cetearyl alcol/cetyl palmitat), cetyl alcol, parafin sdp tring, parafin léng, propyl
parahydroxybenzoat, carbomer, glycerol, propylen glycol, methyl parahydroxybenzoat, natri
hydroxid, nuéc tinh khiét.

2. DANG BAO CHE
Dang bao ché: Kem bbi ngoai da.

M6 ta: Chét kem tring ddng nhét, d& thoa, duge dong trong tuyp nhdm, cé nép polyetylen mau
trang

3. CHi PINH

Ketoprofen 13 thudc chéng viém khéng steroid. Thudc ¢6 tac dung giam dau va chéng viém tai
chd. Thudce dung don ddc hodc phdi hop véi cac dang ketoprofen khic trong diéu tri bénh thap
khép va cic bénh khép dang thip khac. Thube cling duge sir dung trong chin thuong nhe, dic
biét 1a chén thwong khép va mé mém trong thé thao. Thuéc duoc st dung dé diéu tri triéu ching
tai ché:

* Pau va viém khép dang thép;

* Pau do chin thuong.

4. CACH DUNG, LIEU DUNG

Céch dung

Kem ding dé boi ngoai da.

Liéu diing

Dé giam trigu chiing, nén ding lidu thip nhit c6 hicu qua trong thoi gian ngén nhét cé thé.
Ngueoi lom va thanh thiéu nién trén 15 twéi:

Béi thudc 1én viing bj tén thuong 2 1in/ngay. Nén xoa nhe nhang ving da béi thudc dé dam bao
sw hap thu tai chd cta hoat chét. Liéu ding nén dwgc diéu chinh thy theo kich thudce ctia viing da
bi tén thuong.
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Tranh dé thudc tiép xtic véi mét hoiic mang nhay.
Khong bing kin viing béi thudc.
Rira tay that sach ngay sau khi sir dung thudc.

Thude ¢6 thé duoc sir dung két hop vdi cac dang bao ché khac cua ketoprofen (vién nang, vién
nén, thudc dan). Téng lidu ti da hang ngay, bit ké dang bao ché nao, khong dugce vugt qua 200
mg ketoprofen.

Bénh nhdn cao tuoi:

Khéng c6 licu khuyén cdo cu thé cho ngudi cao tudi. Nén ké don liéu thdp nhét ¢6 hidu qua lam

sang va an toan cho ngudi cao tudi do nguy co gip tac dung khéng mong muén cao hon.

Tré em va thanh thiéu nién dudi 15 wéi:

Thudc chéng chi dinh & tré em va thanh thiéu nién dudi 15 tudi.

5. CHONG CHi PINH

Qué min véi hoat chét hodic bit ky ta dugc nao cua thudc.

Chéng chi dinh trong cac truong hop sau:

— Tré em va thanh thiéu nién dudi 15 tudi;

— Tién sir 6 phan tmg nhay cim véi 4nh sang;

— Tién st di ng da vdi ketoprofen, acid tiaprofenic, fenofibrat hodic véi cac chét hép thu tia UV
(chét ngén chén tia cuc tim) hodc voi nudce hoa;

— Trén viing da bj ton thuong hoic dang c6 bénh 1y (cham, mun tring ¢4, cac bénh da lidu khéc,
vét thuong hé va vét thuong bi nhiém tring);

— Tién sir ¢6 cac phan ng qua man nhu hen suyén, viém mii dj ung vdi ketoprofen, fenofibrat,
acid tiaprofenic, acid acetylsalicylic hoic céc thude chéng viém khéng steroid khac (NSAID);

— Phu nit ¢6 thai 3 thang cudi;

— Tranh tiép xiic v6i 4nh ning mit troi, tia tir ngoai (trong cac liéu phép diéu tri) chiéu vao ving
da bbi thuéc trong qué trinh diéu tri va sau 2 tudn sau khi ngimng diéu tri.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén thén trong khi sit dung thude & nhitng bénh nhan bi suy giam chuc nédng tim, gan hodc than:
da ghi nhéin cdc trudng hop riéng 1& vé tac dung khéng mong mudn toan than, bao gdm ca lién
quan dén than.

— Bénh nhén hen suyén két hop véi viem mili man tinh, viém xoang man tinh va/hodc polyp
mili c6 nguy co di tng cao hon véi acid acetylsalicylic va‘hoic NSAID.

— Khong nén boi thude 1én mang nhay, ving hau mén hoic bd phan sinh duc, ving xung quanh
mat, tranh dé thuoc tiép Xuc voi mat.
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— Nén bao v¢, che ddy ving da boi thude trong sut thoi gian diéu tri va 2 tudn sau khi ngimg
diéu tri d& tranh nguy co gédp phdi phan trng nhay cam vai 4nh sang.

— Néu xay ra bét ky phan mg da nao, bao gdém ca phan tng da sau khi st dung dong thoi
ketoprofen véi cac san phdm c6 chira octocrylen, nén nging thude ngay lap tiec.

— Phai rira tay k§ sau mdi 1an bdi thudc.

— Khéng bing kin ving da bbi thude, khong ding thudc qua thoi gian duoc khuyén céo vi st
dung thudc trong thoi gian dai s& 1am ting nguy co tién trién viém da tiép xac va phan Gng nhay
cam 4nh sang.

Che gidu cdc diu hiéu nhiém khudn co ban

Thudc ¢6 thé che gidu céc ddu higu cia nhidm khuén 1am tri hodn viée didu tri ddy da va do dé
1am trim trong thém sy tién trién caa bénh. Diéu nay da dwoc quan sét thiy trong truong hop
viém phdi méc phai tai cong ddng va céc bién chitng ctia bénh thity dau do vi khuén,

Khi ding ketoprofen dé ha sét hoic giam dau do nhiém khuén, nén theo dai chét ché tinh trang

nhiém khuan. Néu cic triéu ching van ton tai hodc ndng hon, can dén gip bac sy dé dugc thim

kham.

Canh bso lién quan dén ta duoe:

— Thudc ¢6 chita propylen glycol, ¢6 thé gay kich @ng da.
— Thubc c6 chia cetyl alcohol, c6 thé gy cac phan ing tai chd trén da (nhw viém da tiép xic).

— Methyl parahydroxybenzoat va propyl parahydroxybenzoat cé thé gy ra cac phan ung di tng
(c6 thé xay ra chim).

7.SU DUNG THUOC CHO PHU N CO THAI VA CHO CON BU

Khéng c6 dit liéu 1am sang vé viée sir dung ketoprofen tai chd trong thoi ky mang thai. Mic du
néng d6 thude hép thu toan than thip hon so véi diung dudng uéng nhung vin chwa biét lidu
nong dé thude hip thu toan than dat dugc sau khi boi tai ch ¢6 thé giy hai cho phoi/thai nhi hay
khong.

Phu nik co thai

Trong 3 thang dau va 3 thang giita thai ky:

Tinh an toan cia ketoprofen & phu nit ¢6 thai chwa dugc danh gia nén cén thin trong khi str dung
thuéc. Nén tranh dung kem ketoprofen trong ba thdng dau va ba thang giira cua thai ky. Néu vise
str dung dwoc dénh gid 12 can thiét thi nén ding liéu thap nhit c6 hiéu qua trong thoi gian ngén
nhét ¢6 thé,

Trong 3 thang cuéi thai kp:

Trong 3 thang cudi cia thai ky, viéc sir dung cdc chét rc ché tong hgp prostaglandin dudng toan

than , bao gdm ca ketoprofen, c6 thé gdy doc cho tim phéi va than & thai nhi. Vao cudi thai ky,
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thoi gian chay méau kéo dai ¢6 thé xay ra & ca me va con do chuyén da cham hoic kéo dai. Vi

vély, chéng chi dinh sir dung kem ketoprofen trong 3 thang cuéi ciia thai ky.
Phu nii cho con bu

Khong cé dit lidu v& sur bai tiét ketoprofen qua sira me. Ketoprofen khong duoc khuyén cdo sir
dung & phu nit dang cho con bu.

Kha ning sinh sin

Néu phu nir dang c6 y dinh mang thai can thiét phai st dung thuéc c6 chita ketoprofen thi nén
dung liéu thap nhit ¢ hiéu qua trong thdi gian ngén nhat c6 thé.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chura c6 bang chimg vé anh hudng cia thube 18n kha nang lai xe, van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic thudc:

Khi ding ketoprofen ngoai da, nong d¢ thudc trong huyét thanh thdp nén khé xay ra twong tac
thude. Céc twong tdc nghiém trong dd dugc quan st thdy sau khi sir dung methotrexat lidu cao
véi cac thude chéng viém khéng steroid, bao gdm cé ketoprofen sau khi diung duong toan than.

Ketoprofen, giéng nhu cac thude chéng viém khéng steroid khac, 1am giam bai tiét va 1am ting
ddc tinh cua methotrexat.

Khéng nén sir dung dong thai ketoprofen véi salicylat.
Nén theo dbi nhitng bénh nhén dang duoc diéu tri b-fmg coumarin,
Twong ky thudc:

Do khong c6 céc nghién ctru vé tinh twong ky cua thudc, khong tron 13n thube nay véi céc thude
khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Céc tac dung khéng mong mudn phd bién nhét do dung ketoprofen tai chd la cac phan tng tai
chd trén da nhu ban d6, ngtra va cam gidc néng rét, c6 thé lan réng ra ngoai vi tri béi thude.

Phén loai céc tic dung khéng mong mubn theo hé co quan, tin suat xuat hién va theo mirc do

nghiém trong giam dan:

Rét thuong gap: > 1/10

Thuong giip: > 1/100 dén <1/10

it gap: > 1/1.000 dén <1/100

Hiém giip: > 1/10.000 dén <1/1.000
Rét hiém gip: < 1/10.000

Chura 13 tan suat: Khong thé udc tinh tir dif lidu c6 séin
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Hé théng mién djch

Chua 16 tan suat: soc phan v¢, phli mach, phan rng qua man.

Da va mé dwoi da

it gip: phan @ng tai chd trén da nhu ban do, cham, ngita va cam gidc néng rat.

Hiém gip: nhay cam véi 4nh séng, ndi may day.

Vi du vé cac phan tmg da nghiém trong hon nhu cham cé mun nuéce hodc mun nuéc li ti cé thé
lan rong.

May day, phat ban trén da, phén tmg nhay cam véi dnh sang, phat ban mun nudc, ban xudt huyét,
héng ban da dang, viém da lichen, hoai tir da va hdi chirng Stevens-Johnson d3 dugc bdo cdo khi
dung ketoprofen toan than cfing nhw tai chd. Trong mét s6 trudng hop, ketoprofen béi tai chd c6
thé giy ra hién twong nhay cam véi dnh sang kéo dai ngay ca sau 1 14n boi. Hoai tir thuong bi tai
chd di duoc bao cdo.

D c6 mét sb trudng hop hiém gip vé céc phan ng nghiém trong hon nhu cham ¢6 mun nude
hosic myun nude li ti ¢6 thé lan rong.

Tiét niéu

Rét hiém gip: Cac truong hop lam niing thém bénh suy thin di duoc bio cdo.

Thing bdo ngay cho bdc sy hodc diwge sy khi gdp cic tic dung khong mong muédn nhu trén
khi siv dung thuéc hodc bdo cdo cde phin iing cé hai ciia thudce vé Trung tam Théng tin thuéc
va Theo déi phén ting cé hai ciia thuéc (ADR) Quéc Gia.

11. QUA LIEU VA CACH XU TRI

Qué lidu khé c6 thé xdy ra sau khi ding tai chd. Néu vé tinh nudt phai, thudc c6 thé gy ra tac
dung khéng mong mudn toan than, tiy thuéc vao lugng thudc nudt phai. Trong trudng hop dé,
cén tién hanh diéu tri triéu chiing va cdc bién phap hd trg khi diing qué lidu NSAID dudng ubng.
12. BAO QUAN: Béo quan duéi 30°C.

13. HAN DUNG: 24 thdng ké tir ngay san xuét. Sir dung trong vong 30 ngay ké tir khi m& nip
lan déu.

14. TIEU CHUAN CHAT LUQNG: Tiéu chuin co s6.

15. QUY CACH PONG GOI: Hop 1 tuyp x 30g.
16. CO SO SAN XUAT:
Replek Farm Ltd. Skopje.

Bia chi: Kozle 188, 1000 Skopje, Cong hoa Bic Macedonia.
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