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Rx thuéc ké don

1.

CAPULCO

Vién dan dat truc trang Diclofenac Natri 100mg
Thudc nay chi ding theo don ciia bic sy.
Dé xa tim tay tré em.

Doc ki huéng din si dung trude khi ding

THANH PHAN CONG THUC THUOC

MJdi vién dan chira: @7

Thanh phan hoat chat: Diclofenac sodium 100mg -

Thanh phan ta dige: Chat béo bio hoa (hard fat), cetyl alcohol vira di 1 vién.

DANG BAO CHE: Vién dan dit truc trang hinh thuén dai, mau tréng hodc hoi vang.

CHI PINH:

Diéu tri cac triéu ching lau dai cac loai viém khép man tinh: Viém da khép dang thép,
viém cot song dinh khép, viém khop vay nén, mét sb thoai hoa khép gay dau va tan tat.
Diéu trj triéu ching ngdn ngay cac dot cap viém canh khop: vai dau cap, viém gan, viém
bao hoat dich, viém khép do gut, dau lung, dau ré than kinh ning.

Piéu tri triéu ching dau sau phau thudt: chinh hinh, phu khoa, rang, chan thuong.

Diéu tri thong kinh vo can.

Viém da khdp dang thap thiéu nién.

CACH DUNG, LIEU DUNG

Thudc chi dé sir dung dudng truc trang

Ngueoi Ion: Ngay dau diéu tri, dung lidu 100 mg (1 vién dan), liéu t6i da mdi ngay la 200
mg (2 vién dan). liéu duy tri la 100 mg mot ngay.

Thoi gian diéu tri duoc chi dinh dudi su theo ddi cua bac sy dbi voi timg truong hop cu
thé.

Tré em va nguoi vi thanh nién: Vién dan CAPULCO véi ham lugng 100mg khong phu
hop dé sir dung cho tré em va ngudi vi thanh nién.

Pé giam thiéu nguy co xuat hién bién cd bat lgi, can sir dung CAPULCO & licu hang

Than trong).

Lam thé nao dé sir dung vién dan dat truc trang.




Vién dan phai duoc phai dugc dat sau vao truc trang tt nhét c6 thé, tot hon l1a sau khi di

dai tién hodc rtra rugt. Rura tay, mo hop, tach vién dan ra khoi vi theo duong cat, dua vién

dan vao hau mon. D¢ tién dua vién dan vao nén cui xuong hoac nam sap.

Vién dan khong nén duoc cat thanh miéng, lam nhu vay s& lam thay ddi cac thudc tinh

ctia thude va thay doi chat luong thude.

Cb géng gitr nam yén trong mot vai phut.

CHONG CHI PINH

Qua man voi Diclofenac, hoac bét ky thanh phén ta dugc nao khac hodc véi cac thude
chdng viém khong steroid khac (NSAIDs).

Bénh nhan bi hen, may day, hoic cac phan tmg kiéu di img khac sau khi ding aspirin
hoac cac NSAIDs khac.

Bénh s6i mon, loét va viém duong tiéu hda tram trong

Chay mau da day hodc rudt tién trién, gdm ca truc trang @7

Viém truc trang, tri trong giai doan céap -

Loan tao mau khong rd nguyén nhan

Nguoi bi hen hay co that phé quan, chdy mau, bénh tim mach, suy than nang hodc suy
gan nang.

Ngudi dang dung thude chong dong coumarin. Ngudi bi suy tim &r mau, giam thé tich
tuan hoan do thudc lgi niéu hay do suy than, tdc do loc cau than < 30 ml/phat (do
nguy co xuat hién suy than).

Ngudi bi bénh chat tao keo (nguy co xuat hién viém mang ndo vo khuan. Céan chi y
1 tat ca cac truong hop bi viém mang ndo vo khuan déu co trong tién sir mot bénh tu
mién nao do, nhu mot yéu td dé mac bénh).

Giam dau trong hoan canh phau thuat ghép ndi tic dong mach vanh do nguy co nhoi
mau co tim va dot quy.

Bénh nhan suy tim sung huyét (tir do 11 dén do IV theo phan dg chimg nang cta suy
tim theo Hoi Tim New York ~NYHA), bénh tim thiéu mau cuc bo, bénh dong mach

ngoai vi, bénh mach mau nao.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Ngudi o tién sir loét, chdy mau hodc thung dudng tiéu hoa.
Nguoi bénh suy than, suy gan, bi lupus ban do toan than.
Nguoi bénh tang huyét ap hay bénh tim c¢6 & nude hodc phu.
Ngudi ¢6 tién sir bénh gan. Can theo ddi chirc nang gan thuong ky khi d
ngay bang diclofenac.
Ngudi bi nhiém khuan.




- Ngudi c6 tién s rdi loan dong méau, chay mau.

- Can kham nhan khoa cho ngudi bénh bi rdi loan thi gidc khi dung diclofenac.

- Nguy co huyét khi tim mach:
Céc thudce chong viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan
than c6 thé lam tang nguy co xuét hién bién ¢ huyét khdi tim mach, bao gdm ca nhodi
mau co tim va dot quy, c6 thé dan dén tir vong. Nguy co nay c6 thé xudt hién som
trong vai tuan dau dung thudc va cé thé tang lén theo thoi gian dung thude. Nguy co
huyét khoi tim mach duoc ghi nhan chu yéu ¢ liéu cao.
Béc si can danh gia dinh ky su xuat hién cua cac bién cd tim mach, ngay ca khi bénh
nhan khong c6 cac triéu ching tim mach trude d6. Bénh nhan can dugc canh bao vé
céc triéu chimg caa bién ¢b tim mach nghiém trong va can tham kham bac si ngay khi
xuat hién cac triéu ching nay.
Dé giam thiéu nguy co xuét hién bién ¢ bat loi, can sir dung CAPULCO & lidu hang
ngay thap nhét c6 hiéu qua trong thoi gian ngan nhét c6 thé.
Can can nhéc can than khi sir dung diclofenac cho bénh nhan co cac yéu té nguy co
xuét hién cac bién cb tim mach rd rét (nhu tang huyét ap, tang lipid huyét thanh, dai
thao duong, nghién thude 14). @1

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Thoi ky mang thai
Chi dung diclofenac cho nguoi mang thai khi that can thiét va khi nguoi bénh khong
diing duoc cac thude chong viém thudc cac nhom khac va chi dung véi liéu can thiét thap
nhét. Khong nén ding thudc trong ba thang cudi thai ky (nguy co trc ché tir cung co bop
va lam éng dong mach déng som, gdy tang ap luc tiéu tuan hoan khong hdi phuc, suy
than ¢ thai).
Nguoi dinh mang thai khong nén dung bét ky thudc nao co tac dung tc ché tong hop
prostaglandin, ké ca diclofenac, vi trc ché phoi bao lam to.
Thoi ky cho con bu
Diclofenac duoc tiét vao sita me rat it. Chua co dir liéu vé tac dung trén tré bi me. Ngudi
me cho con ba ¢ thé ding diclofenac néu can phai dung thubc chng viém khong

steroid.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thude ¢6 thé gay ra tac dung phu nhu budn ngu, ngi ngat, nhic dau, de O}

.. Do d6 can than trong khi lai xe va van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC



Diclofenac ¢6 thé lam tiang hay trc ché tac dung ctia cac thude khéc.

Khong nén dung diclofenac phdi hop voi:

Thudc chong dong theo dudng udng va heparin: Nguy co gay xuét huyét ning.

Khang sinh nhém quinolon: Diclofenac va cac thubc chong viém khong steroid khac co
thé lam tang tac dung phu Ién hé than kinh trung wong cta khang sinh nhém quinolon,
dan dén co giat (nhung can nghién ctru thém).

Aspirin hodc glucocorticoid: Lam giam nong do diclofenac trong huyét tuong va lam
tang nguy co ciing nhu lam tang nghiém trong ton thuong da day - rudt.

Diflunisal: Dung diflunisal dong thoi véi diclofenac ¢6 thé lam tang nong do diclofenac
trong huyét tuong, lam giam do thanh loc diclofenac va cé thé gdy chay mau rat nang &
duong tiéu hoa.

Lithi: Diclofenac ¢6 thé lam tang nong d¢ lithi trong huyét thanh dén muc gay doc. Néu
budc phai dung dong thoi thi can theo ddi ngudi bénh that can than dé phat hién kip thoi
dau hiéu ngd doc lithi va phai theo doi néng do lithi trong mau mat cach thuong xuyén.
Phai diéu chinh liéu lithi trong va sau diéu tri bang diclofenac.

Digoxin: Diclofenac ¢6 thé lam tang nong do digoxin trong huyét thanh va kéo dai nira
doi cua digoxin. Can dinh lugng nong do digoxin trong mau va can giam liéu digoxin néu
ding dong thoi ca 2 thudc.

Ticlopidin: Dung cung diclofenac lam tdng nguy co chay mau. (D“

Dung cu tranh thai dat trong tor cung: C6 tai liéu noéi dung diclofena’c lam mét tac dung
tranh thai.

Methotrexat: Diclofenac lam tang dgc tinh cua methotrexat.

C6 thé dimg diclofenac ciing véi cdc thuoe sau nhing phai theo doi sat nguwoi bénh:
Cyclosporin: Nguy co bi ngd doc cyclosporin. Can thudng xuyén theo doi chirc nang than
cua nguoi bénh.

Thudc lgi niéu: Diclofenac va loi niéu ¢ thé lam tang nguy co suy than thir phat do giam
luu luong mau dén than vi diclofenac trc ché prostaglandin.

Thudc chira tang huyét ap (thude e ché men chuyén déi, thude chen beta, thudc loi
niéu).

Diing thuée chong toan c6 thé lam giam kich tng rudt bai diclofenac nhung lai ¢6 thé
lam giam nong dd diclofenac trong huyét thanh.

Cimetidin ¢6 thé lam ndng do diclofenac huyét thanh giam di mot chat nhung khong lam

giam tac dung chéng viém cua thudc. Cimetidin bao vé ta trang khoi tac dung c6 hai cta

diclofenac.




10.

il

ngd doc diclofenac, dic bi¢t ¢ nhiing nguoi bi suy giam chirc nang than. Tac dung thai

acid uric - niéu khong bi anh huong. Neéu can thi giam liéu diclofenac.

TAC DUNG KHONG MONG MUON CUA THUOC

Thwong gap, ADR > 1/100

Toan than: Nhirc dau, bon chon.

Tiéu héa: Pau viing thuong vi, budn non, non, ia chay, trudng bung, chan an, kho tiéu.
Gan: Téang cac transaminase.

Tai: U tai. @7

It gap, 1/1000 < ADR < 1/100 -

Toan than: Phu, di tmg (dac biét co thiat phé quan & ngudi bénh hen), choang phan vé ké
ca tut huyét ap, viém miii, may day.

Tiéu hoa: Dau bung, chay mau duong tiéu hoa, lam 6 loét tién trién, non mau, ia mau, ia
chay 1an mau, kich tng tai chd (khi dat thude vao truc trang).

Hé than kinh: Budn ngu, ngu gat, trdm cam, mat ngt, lo 4u, kho chiu, dé bi kich thich.
Da: May day.

Ho6 hép: Co that phé quan.

Mait: Nhin mo, diém tdi thi giac, dau nhirc mét, nhin doi.

Hiém gap, ADR <1/1000

Toan than: Phu, phat ban, hoi chirmg Stevens - Johnson, rung tdc.

Hé than kinh: Viém mang ndo vo khuan.

Mau: Giam bach cau, giam tiéu cau, giam bach cau trung tinh, tang bach cau &i toan,
giam bach cau hat, thiéu mau.

Gan: Réi loan co bop tii mat, test chirc nang gan bat thudng, nhiém doc gan (vang da,
viém gan).

Tiét niéu: Viém bang quang, dai mau, suy than cap, viém than k&, hoi chimg than hu.
Nguy co huyét khoi tim mach:

Céc thir nghiém 1am sang va dich té dugc hoc cho théy viéc su dung diclofenac co lién
quan dén tang nguy co xuét hién bién b huyét khéi tim mach (nhu nhdi mau co tim hoac
dot quy), dic biét khi sir dung diclofenac & liéu cao (150 mg/ngay) va kéo dai (xem thém
phan Canh bao va than trong)

Huedng dan cach xir tri ADR

Khi co triéu ching di Gng véi diclofenac phai nging thudc ngay. Dicu tri cac tac dung

phu la diéu tri triéu chimg va hd tro.

QUA LIEU VA CACH XU TRi /<57 «FARM 4

Tri¢u chirng:




12.

Khong ¢ céc triéu ching 1am sang dién hinh do qua lidu diclofenac. Qua lidu c6 thé gay
ra cac triéu ching nhu dau dau, chéng mat, mat y thirc, dau bung, budn non, nén, tiéu
chay, rdi loan duong tiéu hoa, bao gom chay mau; ha ap, suy than cép. U tai hoac co giat
trc ché ho hap. Trong truong hop ngd doc dang ké, suy than cip va ton thuong gan co thé
Xay ra.

Cach xir tri: GQ_T

Kiém soat ngd doc cap tinh voi NSAIDs, bao g(‘A)rE ca diclofenac, vé co ban bao gdm céc
bién phap hd tro va diéu tri triéu ching. Cac bién phap dac biét nhu gay loi tiéu, tham
tach mau hoac loc mau hép phu c6 thé khong hitu ich trong viéc loai bo NSAIDs, bao

gom ca diclofenac, vi ching lién két cao vdi protein va chuyén hoa rong rai.

PAC TINH DUQC LUC HQC

Nhém diéu tri duge ly: Thude chong viém khong steroid. Dan xuét acetic acid, ma ATC:
MOTABOS.

Diclofenac dugc dung chu yéu dudi dang mudi natri. Liéu lugng Diclofenac dugc tinh
theo diclofenac natri.

Diclofenac natri la dan xuét acid phenylacetic, la mot thudc chong viém khong steroid
voi dac tinh giam dau, chéng viém va ha sot. Diclofenac 1a mot chat e ché cyclo-
oxygenase | va 2, do do thudc 1am xdo tron su chuyén hoa cua acid arachidonic va lam
giam tong hop prostaglandin, day la nhiing chét c¢6 vai tro quan trong trong qua trinh gay
viém, dau va sbt.

Diclofenac trc ché su tong hop cac chét trung gian gdy viém, giam dau & noi viém. N6
ciing giam tinh tham mao mach, trc ché két tap tiéu cau, hoi phuc cac vi tuan hoan. Trong
cac bénh khép, dac tinh chong viém va giam dau suy ra dap ang 1am sang duoc dac trung
boi su giam dang ké cac ddu hiéu va triéu chirmg nhu dau khi nghi ngoi, dau khi van
dong, cimg khop budi sang, va sung cac khdp, cling nhu cai thién chirc nang khép. Thude
cho tac dung giam dau rd rét trong dau vira téi nang & bénh c6 nguon goc khong phai
khdp. Trong cac truong hop viém sau chan thuong va sau phau thuat, diclofenac lam
giam nhanh chong ca dau ty phat va dau do van dong va giam sung viém va phu né o vét
thuong. Tac dung chéng viém xuét hién vao cudi tudn dau tri liéu.

Diclofenac tc ché COX-1 gay ra cac tac dung phu ¢ niém mac da day. Tac dung chéng
viém giam dau ha sot chii yéu do trc ché COX-2.

Diclofenac c6 thé ngan can di chuyén bach cau (bao g6m bach cau da nhan) vao vi tri
viém. Thuc nghiém trén chudt cong dua trén trong luong, hiéu qua chéng viém cua
Diclofenac thap hon Piroxicam, va gép khoang 2,5,10,24,80 hodc 430 lan hiéu qua cua

indomethacin, naproxen, phenybutazon, ibuprofen, hoac aspirin theo thir tu.

lam thay doi tién trinh cta bénh va khong ngin duoc pha huy khérp.'



13.

14.

15.

nguoi trén co so trong luong tac dung giam dau cua Diclofenac tuong tu nhu codein va
gap khoang 3 dén 8, 8 dén 16 va 12 dén 18 lan tac dung cua naproxen, ibuprofen va
aspirin theo thur ty.

Khi dung kéo dai Diclofenac tac dung giam dau khong bi giam. Co ché ha sot néi chung
clia cac thude chdng viém khong steroid chua rd.

Prostaglandin ¢6 vai tro duy tri tudi mau than. Cac thudc chong viém khong steroid trc
ché tong hop Prostaglandin, nén c6 thé gy viém than k&, viém cau than, hoai tir nha va
hoi chimg than hu, dic biét & nguoi bi bénh than hodc suy tim man. Diclofenac cé thé G

ché két tap tieu cau va co thé kéo dai thoi gian chay mau.

PAC TINH DUQC PONG HQC Qﬁ
Hép thu-nhanh chong va hoan toan, dbi véi duong dung truc trang, trong vong 30 phit.
Luong hap thu ti 1¢ thuan véi liéu dung. Nong do dinh trong huyét tuong khoang 1 gio
ddi véi thude dat truc trang.

Thudc phan bd vao dich mang hoat dich, dat nong do dinh khoang 60-70% ndng do dinh
trong huyét tuong. Tuy nhién sau 3-6 gio, nong do ¢ dich mang hoat dinh caa thudc va
chat chuyén hoa cao hon nhiéu nong do trong huyét twong. Thé tich phan bd 1,3-1.4
lit/kg. Diclofenac gan manh nhung thuan nghich v&i protein, cha yéu la albumin. O ngudi
bi viém khop dang thap Diclofenac gén vao protein trong dich hoat dich thap hon so voéi
huyét tuong.

Diclofenac dugc phat hién ¢ n6ng do théip trong stra me¢ ¢ phu nir cho con bu.

Nira doi ban thai cudi khoi dich hoat dich 1a 3-6 gio. Nira doi ban thai cudi trong huyét
twong la 1-2 gio. Thude duoc chuyén hoa trong gan. Thudc khong bi tich liiy v6i khoang
cach lidu duge khuyén cao. Khoang 60% lidu uéng duoc bai tiét trong nuédc tiéu dudi
dang lién hop glucuronid cua cac phan tir con nguyén ven va cac chét chuyén héa, hau
hét trong s d6 ciing dugc chuyén hoa thanh cac chat lién hop glucuronid. Dudi 1% liéu
duoc bai tiét dudi dang khong dbi. Phan con lai cua lidu dugc thai trir dudi dang cac chat
chuyén hoa thong qua mat vao phan.

O bénh nhan bi viém gan man tinh hodc xo gan khong mét bu, dong hoc va chuyén hoa
cua diclofenac & bénh nhan nay giéng nhu bénh nhan khong bi bénh gan. Khong cé su
thay doi vé duge dong hoc cta nguoi suy than. Thanh thai toan bg trong huyét tuong
khoang 263ml/phut.

QUY CACH PONG GOI: Hop 2 vi x 5 vién dan dat truc trang.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAFI:
THUOC:




https:#nhathuocngocanh.com/

Piéu kién bio quan: Noi khé mat, tranh anh sang, & nhiét do phong dudi 30°C. Tranh

dong bang.
Han dung: 36 thang ké tir ngay san xuét @7
Tiéu chuan chét lwong cia thude: Nha san xuét. -

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
LTD FARMAPRIM

TUQ.CUC TRUONG
PTRUSNG PHONG

Pham Thi Vin H f]n/?/



