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COMPOSITION: Each rectal suppository contains: STORAGE:
Diclofenac sodium .. e 100 Mg In dry place, temperature not exceeding 30°C, protected from light,
(350 [ LTI —— .. 1 sUppository

Keep out of reach of children

INDICATIONS, CONTRA-INDICATIONS, Read carefully the leaflet before use

ADMINISTRATION, DOSAGE AND OTHER

Marufacturer
INFORMATION: See the enclosed leaflet in box. BINH DINH PHARMACEUTICAL AND MEDICAL EQUIPMENT JOINT STOCK COMPANY
SPECIFICATION: Manufacturer's standard 498 Nouyen Thal Hoc Strest, Quang Trung Ward, Quy Naon Ciy, Binh Dint Province, Vietnam
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THANH PHAN: MBi vién dan dat tryc trang chila BAO QUAN: Nai kho. nhigt d khang qud 30°C, tranh dnh sdng.
Diclofenac natri..............oocooevoee..... 100 Mg TIEU CHUAN CHAT LUGNG: TCCS
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HD:

COMPOSITION: Each rectal suppository contains:
Diclofenac sodium 100 mg
EXCIplents 4.5 .....ccovisannriannne 1 suppository
INDICATIONS, CONTRA-INDICATIONS,
ADMINISTRATION, DOSAGE AND OTHER
INFORMATION: See the enclosed leaflet in box.
SPECIFICATION: Manufacturer's standard

STORAGE:
Indry place, temperature not exceeding 30°C, protected from light.

Keep out of reach ol children

Read carelully the leaflet before use

Manufacturer

BINH DINH PHARMACEUTICAL AND MEDICAL EQUIPMENT JOINT STOCK COMPANY
438 Nguyen Thai Hoo Street, Quang Trung Ward, Quy Mnon City, Sinh Dinh Provincs, Vietnam
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THANH PHAN: M3i vién dan dit tryc trang chia:

Diclofenac natri ..............cccoecieeiveincrnenn.. 100 mg
TAOUIC VIR .........oonnicinasissnisssnins 1viéndan
CHI DINH, CHONG CHI BINH, LIEU DONG, CACH

DUNG VA CAC THONG TIN KHAC:
Xem t¢ huong din s& dung bén trong hop

BAO QUAN: Nai khd, nhigt d khéng qué 30°C. trénh anh séng.
TIEU CHUAN CHAT LUGNG: TCCS
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5616 SX: HD:
COMPOSITION: Each rectal suppository contains: STORAGE:

Diclofenac SO0IUM ..........c....covuvenssinesriensn. 100 M@
Excipients g5 ....oovrvrviinriannian ... 1 suppository
INDICATIONS, CONTRA-INDICATIONS,

ADMINISTRATION, DOSAGE AMND OTHER
INFORMATION: See the anclosed leaflet in baox.
SPECIFICATION: Manufacturer's standard
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In dry place, temperature not exceeding 30°C, protected from light.

Keep out ol reach of children
Read carefully the leaflet before use

Manytacturer.
BINH DINH PHARMACEUTICAL AND MEDICAL EQUIPMENT JOINT STOCK COMPANY
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THANH PHAN: MBi vién dan d3t tryc trang chifa
Diclofenac natri ........occverreeriarnians .. 100 mg
T4 dugc vita di ; fvmn dan
CHI BINH, CHONG cul u||u-| LiEu nunn cACH
DUNG VA CAC THONG TIN KHAC:

Xem td hudng din sif dung bén trong hiip

BAD QUAN: Noi kh, nhiét 6 khdng qud 30°C, trénh dnh sdng.
TIEU CHUAN CHAT LUGNG: TCCS

D€ xa 14m tay tré em

Doc ki hudng dén si dyng trudc khi ding

Co 58 sdn xdi
CONG TY CO PHAN DUUC - TRANG THIET BI Y TE BINH BINH (BIDIPHAR)
498 Nguyin Thal Hoc, P. Quang Trung, TP. Quy Nhon, Einh Dinh, Vigt Nam
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TO HUONG DAN SU DUNG THUOC

iy chi ding theo don thuic

tay tré em

1. Thanh phin cong thirc thudc: Mdi vién dan dat tryc trang chira:
- Thanh phén hoat chét:

DACIOTRIRAC MBREL < c0vo vsviecvnssnessisissin o ssssssdsmmssm s e e e mE AR AR SRR SATRER R AR AT 100 mg
- Thanh phan ta dugc:

B T DI EMICRTIE v omnsmsmmsm R MR SRR N S AT AT A S PR AR S Sen S n s nHERES vua du 1 vién

2. Dang bao ché:

2.1. Dang bao ché: Vién dan dat tryc trang

2.2. Mb ta dang bao ché: Vién thude mau tring, hinh dau vién dan.
3. Chi dinh:

Giam tét ca cac loai dau va viém trong cac bénh sau:

- Cac dang viém va thoai hoa cua bénh thap khop: viém khép dang thép, viém khép dang
thap tudi thanh thiéu nién, viém xuong khdp bao gdm ca bénh thoai hoa dot song, viém cot
song dinh khop. cac hoi ching dau cdt song.

- Céc con cép cua bénh gut.
- Bénh thap khong o khop.
- Chirng dau nira dau.

- La chat b trg diéu tri cac bénh viém nhiém kém dau cap tinh ¢ hong, mii hodc tai, nhu:
viém hong-amidan, viém tai.

- Cac bénh ching dau va/hodc viém trong phu khoa, nhu thdng kinh nguyén phat, viém
phan phu.

- Céc rdi loan co - xwong cap tinh nhu viém quanh khép (vi du viém quanh khép vai thé
dong dac), viém gén, viém bao gén, viém bao hoat dich.

- Céc tinh trang dau, viém va sung sau chan thuong (bao gom gdy xuong, dau thét lung,
bong gan. cang co, trat khdp) va sau phau thudt (nhu trong chinh hinh, nha khoa va ticu
phau khéc).

4. Liéu dung va cach dung:
4.1. Liéu dung

Nguoi lon:

16 hueong dan sie dung — Trang 1
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- Dung 1 1an mdi ngay, thuong 1a vao ban dém.

- Khi cin thiét, c6 thé két hop cic dang thudc vién dén tong liu tdi da 150 mg
diclofenac/ngay.

- Trong théng kinh nguyén phat, heu hang ngay tuy theo ting ngudi, thuong 50 - 150 mg.
Déu tién, nén dung 50 - 100 mg, néu can thiét, tang liéu vao céc chu ky kinh nguyét sau cho
dén téi da 150 mg/ngay.

- Diéu tri cac con dau nhure nira dau véi Veltaron, nén bat dau dung lidu 100 mg khi c6 diu
hiéu dau tién con dau sap xay ra. Ncu can, co thé ~dung cac vién thudc dan cho dén heu 50

mg vao cung ngay. Néu bénh nhan can diéu tri tiép vao cac ngay sau, lidu t6i da moi ngay
nén gigi han dén 150 mg.

Din so dic biét:

- Nguoi cao tudi:

Mic du dugce dong hoc cua thude khong bi giam ¢ bat ky murc d¢ lién quan nao vé mat lam
sang & bénh nhan cao tudi, cac thude chong viém khong steroid nén dugc sur dung dic biét
than trong cho ngudi cao tudi. bénh nhan nay ndi chung dé bi phan g c6 hai. Dac biét,
khuyén cdo ding liéu thip nhédt c6 hiéu qua cho bénh nhén cao tudi bi yeu hodc nhimg
ngudi ¢o trong lugng co thé thdp va bénh nhan nay nén dugc theo doi vé XUt huyel ti€u
hoa trong khi didu tri bang NSAID.

- Suy thén:

Diclofenac bi chong chi dinh & bénh nhén suy than ndng. Khong c6 nghién ciru cu thé nao
duoc thuc hién trén bénh nhan suy than, do do, khong thé dwa ra khuyen c4o diéu chinh liéu
cu thé. Than trong khi dung diclofenac cho bénh nhan suy thén nhe dén trung binh.

- Suy gan:

Diclofenac bi chdng chi dinh & bénh nhén suy gan ngng. Khong ¢6 nghién ciru cu thé nao
dugc thuce hién trén bénh nhan suy gan, do do. khong thé dua ra khuycn céo diéu chinh liéu
cu thé. Thén trong khi ding diclofenac cho bénh nhan suy gan nhe dén trung binh.

-Tré em (1 - 12 tudi): Veltaron khong thich hgp str dung & tré em.

Dé giam thiéu nguy co xuét hién bién co bat loi, can sir dung Veltaron & liéu hang ngay
thip nhét ¢6 hi¢u qua trong thoi gian ngén nhat c6 thé (xem thém phan 6. Canh bao va than
trong khi dung thudc).

4.2. Céch dung

Khong duoce dung bang duong udng, chi ding qua dudng tryc trang.

Thude nén duge dit sdu vao truc trang va dung thude sau khi dai tién.

Nén dé thude vao ta lanh (4 - 10°C) trong khoang 5 - 10 phut trude khi st dung.
4.3. Mot s6 lwu v dic biét vé xur ly thude trude va sau khi sir dung

Khéong c6 yéu ciu dac biét vé xu ly thude sau khi st dung.

5. Chong chi dinh

- Qua man voi hoat chat hoac bat ky ta duoc nao cua thude.

- Dang bi chay mau, thung hoac loét da day hodc rugt.

- Tién st chay mau hodc thung dudng tiéu hoa, do diéu tri NSAID trude do.

76 hwdng dan sir dung — Trang 2
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- Dang bi hodc ¢6 tién sir loét/xudt huyét dudng tiéu hoa tai phét (> 2 dot loét hodc chay
mau riéng biét da dugc chirng minh).
- Ba thang cudi thai ky.
- Suy gan, than hodc tim né@ng.

- Giong nhu cac NSAID khac, diclofenac cing dugc chong chi dinh & nhitng bénh nhan bi
cac con hen, phi mach, may day hodc viém mii cap tinh. xay ra do ibuprofen, acid
acetylsalicylic hodc cdc NSAID khac.

- Viém tryc trang.

- Bénh nhéan suy tim sung huyét (tir d I dén do IV theo phan do chirc nang cua suy tim
theo Hoi Tim New York - NYHA), bénh tim thiéu méau cuc bg, bénh dong mach ngoai vi,
bénh mach mau ndo.

6. Canh bio va thin trong khi dung thube

Thén trong chung:
C6 thé giam cac tac dung khong mong mudn bang cach str dung liéu lhap nhét ¢o hi¢u qua

trong thoi gian ngdn nhat can thiét dé kiém soat cdc triéu chimg. b
Nén tranh st dung dong thoi diclofenac véi cac NSAID tac dung toan than bao gf)m ca cac 16
chat wre ché chon loc cyclooxygenase-2 do khong co bat ky bang chirng nao chimg minh tac PH
dung hiép dong va c6 kha nang ting cic tic dung khdng mong mudn. ::i

Than trong khi dung cho nguoi cao tudi dua trén cac bénh ly nén. Dic biét, nén su dung PH/
liéu thap nhét ¢ hiéu qua cho nhimg bénh nhén cao tudi bi yéu hodc ¢ trong lugng co thé ey

thap. by
Cuing nhu cac NSAID khéc, phan tng di timg, bao gdm phan tmg phan vé/gia phan vé, clng

¢6 thé xay ra trong mot s6 truomg hop hiém gap voi diclofenac ma khong ¢6 phoi nhiém

som hon vai thude.

Gidng nhu cac NSAID khéc, thude cé thé che dau cac dau hiéu va triéu ching ctia nhiém

trung do cac dac tinh duoc lue hoc cia thuoc.

Anh hwong trén duong tiéu hoa:

Xuat huyét, nén ra mau, phan den, loét hodc thung duong tiéu héa c6 thé gay tir vong da
duoc bio cao véi tit ca cac NSAID bao gdm ca diclofenac va ¢ thé xay ra bat cir lic nao
trong khi diéu tri, ¢6 hodic khdéng c6 triéu chig canh bao hodc tién sir cic bién cd dm‘mg
tiéu hoa nghiém trong trude do. Cac NSAID thudng gdy héu qua nghiém trong hon ¢ nguoi
cao tudi. Néu xuat huyét hodc loét duong tiéu hoa xay ra & nhirng bénh nhan dang dung
thude, nén ngung sir dung.

Nhur véi tit ca cac NSAID, bao gom ca diclofenac, can phai giam st y té chat ch& va diic
bi¢t thén trong khi ké don Diclofenac ¢ nhing bénh nhan coé céc tri¢u ching cho thay rbi
loan tiéu hoa (GI) hodc c6 tién sir goi v loét, chay méau hodc thing da day hodc rudt.

Nguy co Xuat huvel ti€u hoa cao hon khi tang licu NSAID va ¢ nhitng bénh nhan ¢6 tién sir
loét, diic biét néu co bién chimg xuét huyét hodc thing.

Ngudi cao tudi ¢6 tan suat gia tang cdc phan (mg c6 hai voi NSAID, dac bi¢t la xuat huyét
va thung duong tiéu hoa, diéu nay c6 thé gay tu vong.

D¢ giam nguy co doc tinh trén GI ¢ nhing benh nhan c6 tién sir loét, dic biét néu co bién
chirng xuat huyét hodc thiing va & ngudi cao tudi, nén bat dau diéu tri va duy tri ¢ liéu thap

nhat ¢o hi¢u qua.
To huomg dan sir dung — Trang 3
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Diéu tri két hop v6i cac chat bao vé (vi du misoprostol hodc thuoc trc ché bom proton) nén
duoc xem xét cho nhitng bénh nhén nay va ca nhitng bénh nhén cén sir dung dong thoi céc
san pham thudc c6 chira acid acetylsalicylic (ASA)/aspirin liéu thap hodc cdc san pham
thude khac co kha nang lam tang nguy co duong tiéu hoa.

Bénh nhan co tién str doc tinh trén GI, didc biét 1a ngudi cao tudi, nén bao céo bat ky tri¢u
chirg bat thuomg nao & bung (dac biét 1a chay mau GI).

Than trong & nhirng bénh nhan dung dong thoi voi cac thudce c6 thé lam ting nguy co loét
hodc chay mau, nhu dung cac thude ¢6 tac dung toan than sau: corticosteroid, thude Lhong
dong mau (nhu warfarin), thudc Lhong tiéu cau (nhu acid acetylsalicylic) hodc thude irc ché
tai hip thu serotonin ¢6 chon loc.

Vigc giam sat y té chat ché va than trong cung nén dugc thuc hién & nhirng bénh nhén bi
viém loét dai trang hodc bénh Crohn, vi c6 thé lam nang thém tinh trang nay.

Anh hwéng trén gan:

Cén giam sat y & chat ch& khi ké don Diclofenac cho bénh nhén suy giam chirc nang gan,
vi ¢6 thé lam nang thém tinh trang nay.

Nhu véi cac NSAID khéc, bao gom ca diclofenac, gi tri cia mdt hodc nhiéu enzym gan ¢6
thé tang. Trong thdi gian diéu tri kéo dai véi Diclofenac, theo ddi thudong xuyén chirc nang
gan dugc chi dinh nhu mét bién phap phong ngura. Néu cac xét nghiém chic ning gan bat
thudng kéo dai hodc \du di, néu cac dau hiéu hodc triéu ching lam sang phu hgp voi bénh
ean phat trién hodc néu cac biéu hién khac xay ra (nhu ting bach cdu 4i toan, phat ban), nén
ngung dung Diclofenac. Viém gan c¢o thé xay ra khi str dung diclofenac ma khong co cac
triéu chirng bao trudc.

Ci‘m_ thén trong khi st dung Diclofenac ¢ bénh nhan rdi loan chuyén hoa porphyrin gan, vi
thudc c6 thé gdy ra con porphyrin cap.

Anh huéng trén thin:

Do giir nuée va phi né da duoce bao cdo lién quan dén NSAID, bao gdm ca diclofenac, nén
than trong dac biét dbi voi bénh nhén suy giam chure nang tim hodc than, tién sir ting huyct
ap, nguoi cao tudi, bénh nhan dang diéu tri dong thoi voi thude loi tiéu hodc céc san pham
thudc c6 thé anh huong dang ké dén chtrc nang than va & nhitng bénh nhan bj suy giam thé
tich ngoai bao dang ké do bat ky nguyén nhén nao, vi du trude hodc sau khi phau thudt 16m.
Theo ddi chirc nang than dugce khuyén cdao nhu mot bién phép _phong ngira khi sir dung
Diclofenac trong nhitng trudng hop nay. Ngirng diéu tri thuong hdi phuc lai dugc trang théi
trude diéu tri.

Cén chi y tam quan trong cua prostaglandin trong viéc duy tri luu lugng mau qua than ¢
nhitng bénh nhan bi suy giam chire nang tim hoéc thén, nhirng nguoi dang diéu tri bang
thudc loi tiéu hodc dang hoi phuc sau phau thuat lém.

Cac tac dong l1én chirc nang than thuong 6 thé hoi phue khi ngirng str dung thude.
Anh huwong trén da:

Cac phan (mg da nghiém trong. mot sé géy tu vong, bao gdm viém da troc vay, hoi chimg
Stevens-Johnson va hoai tir thuong bi nhiém doc. da dugc bao céo rat hiém gap lién quan
dén viée st dung NSAID. Bénh nhan dudmg nhu ¢ nguy co cao nhét xay ra som nhitng
phan (g nay trong qua trinh dicu tri: su khoi phat cua phan g nay xay ra chu yéu trong
thang dau tién diéu tri. Nén ngung dung thuoc ngay khi xudt hién lin ddu phét ban da, ton
thuong niém mac hodc bat ky déu hiéu qua man nao khac.

To hwomg dan sw dung — Trang 4
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Bénh md lién két hén hop va lupus ban do hé thong (SLE):

O bénh nhan lupus ban do h¢ lhéng (SLE) va rdi loan mo lién két hdn hop. ¢o thé tdng nguy
co viém mang nao vo khuan.

Anh hwéng dén tim mach va mach mau nio:

Cén theo doi va tu van thich hop cho nhing bénh nhén c6 tién st ting huyét ap va/hodc suy
tim sung huyet tr nhe dén trung binh vi tinh trang gitt nude va phu da duge bao cdo lién
quan dén li¢u phap NSAID, bao gom ca diclofenac.

Dit liéu thir nghiém 1am sang va dich té hoc déu phu hop voi viée ting nguy co bién ¢b
huyét khéi dong mach (vi du nhdi mau co tim hodc dot quy) lién quan dén viée str dung
diclofenac, dac biét ¢ lidu cao (150 mg/ngay) va diéu tri lau dai.

Bénh nhan bi tang huyét ap khong dugce kiém soat. suy tim sung huyét, bénh tim thiéu mau
cuc b, bénh dong mach ngoai vi va/hodc bénh mach mau nao chi nén duge diéu tri voi
diclofenac sau khi d can nhic cin than.

Nguy co huyét khéi tim mach:

- Cac thude chéng viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan than
¢6 thé lam tang nguy co xuat hién bién ¢ huyét khéi tim mach, bao gom ca nhoi méau co
tim va dot quy, co thé din dén t vong. Nguy co nay cé thé xuat hi¢n som trong vai tuan’

dau dung thude va co thé tang 1¢n theo thoi gian dung thuée. Nguy co huyét khdi tim mach
duoc ghi nhan chu yéu ¢ liéu cao. 1

s

- Béc si can danh gid dinh ky su xuét hién cua cac bién ¢d tim mach, ngay ca khi bénh nhan
khong co céc lI’lCU chirng tim mach trudce do. B¢nh nhan cin duoc canh bao ve cac 1r1¢u§b
chirng cta bién c¢d tim mach nghiém trong va cdn tham kham béc si ngay khi xudt hién cac
tri¢u chirng nay.

- Dc giam thiéu nguy co xuét hién bién ¢ b-{it lgi, can str dung Veltaron & liéu hang ngay
thap nhat ¢6 hi¢u qua trong thoi gian ngan nhat co the.

- Can cdn nhic cin thén khi s dung diclofenac cho bénh nhan co céc yéu t6 nguy co xuét
hi¢n cdc bicn ¢6 tim mach rd rét (nhu téng huyét ap, ting lipid huyét thanh, dai thao dudng,
nghién thuoc 1a).

Anh Anh hudng huyét hoc:

Chi khuyén cao sur dung thude dé diéu tri ngdn han. Trong thoi gian diéu tri kéo dai véi
Diclofenac, cing nhu véi cac NSAID khac. nén theo ddi cong thirc mau. Diclofenac ¢6 the
e ché ¢o hdi phuc su két tap tleu cau. Can theo doi can than nhing bénh nhan ¢6 vin dé vé
cam mau. chay mau tang hoic bat thuémg vé huyét hoc.

Bénh hen suven tir truoce:

O nhitng bénh nhén bi hen suyén, viém mii di ung theo mua, sung niém mac mui (tirc la
polyp mui). bénh phoi tac nghén man tinh hodc nhiém tring duong hé hiap man tinh (dac
biét néu co cac triéu chirng giong viém mdi di tng). cac phan trng vdi NSAID nhu cac con
hen kich phat (dugc goi la khong dung nap voi thude giam dau/thude giam dau - - hen), phu
Quincke hodc may day. thuong gip nhiéu hon ¢ nhimg bénh nhén khac. Do do, can dic biét
than trong & nhirng bénh nhan nay (san sang cap ciru). Cing phai chi y dac biét doi voi
nhitng bénh nhan bj di ing véi cac chat khac, nhu cic phan ing da, ngira hodc may day.

Gibng nhu céc loai thude khac tre ché hoat tinh prostaglandin tong hgp, natri diclofenac va
cac NSAID khac ¢6 thé gy co that phé quan néu ding cho bénh nhan bi hodc c6 tién sir
hen phé quan.
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Kha niing sinh sin cia nir gioi:

Xem phén 7. Sir dung thude cho phu nir ¢6 thai va cho con bu.

7. Sir dung thude cho phu nir ¢é thai va cho con ba

7.1. St dung thude cho phuy nir ¢6 thai:

Su trc ché tong hgp prostaglandin ¢6 thé anh huong » bat loi dén thai ky vivhoiic sy phat trién
ctia phoi/thai nhi. Dit liéu tir cac nghién ctru dich té hoc cho thdy tang nguy co say thai hodc

di tat tim va tat nirc bung sau khi str dung chat e ché tong hop prostaglandin trong thoi ky
ddu mang thai. Nguy co doi vdi di tat tim mach da tang tr < 1% lén dén xap xi 1,5%.

Nguy co nay duge cho la ting theo liéu lugng va thoi gian diéu tri. O dong vat, vi¢c su
dung mot chat e ché tong hop prostaglandin da cho thdy lam ting ty 1¢ mét truéc va sau
khi thai lam t6 va kha nang chét cua phéi - bao thai.

Ngoai ra, gia tang ty I¢ maéc cac di tat khac. bao gom ca tim mach, da dugc bdo céo & dong
vat st dung chat trc ché téng hop prostaglandin trong thoi ky phat sinh co quan. Néu
Diclofenac dugc sir dung & phu nir ddng ¢0 gang thy thai hodc trong ba thang dau cua thai
ky. nén dung liéu cang thap va thoi gian diéu tri cang ngin cang tét.

Trong ba thang cudi cua thai kv, tat ca cac chat irc ché tong hop prostaglandin ¢o thé lam
thai nhi phoi nhiém véi:

- Nhiém doc tim phéi (voi viée dong sém dng dong mach va tang huyét ap phoi).

- Réi loan chire nang than, ¢ thé tién trién thanh suy than kém ching it dich 6i.

Ngudi me va tré so sinh, vao cudi thoi ky mang thai, ¢6 thé bi:

- C6 thé kéo dai thoi gian chay mau, tic dung chong két tap, diéu nay c6 thé xay ra ngay ca
O liéu lugng rat thap.

- Uc ché co thit tir cung dan dén cham hoic kéo dai chuyén da.

Do dé, chéng chi dinh dung Diclofenac trong ba thang cudi cua thai ky.

7.2.  Thoi ky cho con bu:

Giong nhu cdc NSAID khac, diclofenac bai tiét vao sita me véi mot lugng nhé. Do do,
khong nén dung Diclofenac trong thoi ky cho con ba dé tranh cac tac dung khong mong
muon ¢ tre so sinh.

* Kha ning sinh san:

Cung nhu cac NSAID khac, sir dung diclofenac ¢6 thé lam giam kha ning sinh san & nit
gigi va khong khuyén cao ¢ phu nit dang mudn thu thai. O nhitng phu nir ¢6 thé gip kho
khin trong viéc thu thai hoic dang diéu tra v sinh, nén can nhic ngimg st dung
diclofenac.

8. Tac dong cia thude khi lii xe va vin hanh may

Nhirng bénh nhén bi roi loan thi giac, hoa mat, chong mit, mo mémg,' roi loan hé than kinh
trung wong, buon ngl hodc mét moi khi dung cac NSAID nén han ché lai xe hodc van hanh
may moc.

9. Twong tac, twong ky ciia thude
9.1. Tuong tac cua thude:

Cac tuong tic sau day bao gom nhimg twong tac duge quan sat thay khi dung vién nén
Diclofenac khang acid da day va/hodc cac dang thuoc khac cua diclofenac.
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- Lithi: Néu dung dong thoi, diclofenac ¢6 thé lam tang ndng d¢ lithi trong huyét tuong.
Khuyén cao theo ddi ndng do lithi trong huyét thanh.

- Digoxin: Néu dung ddng thoi, diclofenac ¢o thé lam tang nong do digoxin trong huyét
twong. Khuyén cdo theo ddi nong do digoxin trong huyét thanh.

- Thude loi tiéu va thude ha huyét ap: Giong nhu cac NSAID khac, sir dung dong thoi
diclofenac voi thube loi tiéu va thude ha huyét ap (nhu thude chen beta, thuoc ac ché
enzym chuyén angiotensin) co thé lam giam tac dung ha huyét 4p do tc ché tong hop
prostaglandin.

Do do. viée phoi hop thude nén duge su dung mdt cach thin trong va cac bénh nhan, dac
bi¢t la ngudi cao tudi, phai duge theo doi huyét ap dinh ky. Bénh nhan cin duge cung cap
du nude va cin can nhac theo doi chirc niang than sau khi bit dau diéu tri déng thoi va dinh
ky sau do, dic biét déi vai thude loi tiéu va thude tre ché enzym chuyén angiotensin do ting
nguy c¢o nhicm doc than.

- Cic thude duge biét 1a gay tang kali huyét: Didu tri ddng thoi voi cdc thude gitr kali nhu
ciclosporin, tacrolimus hogc trimethoprim ¢6 thé lam tang nong do kali huyét thanh, do do
can duoc theo doi thudong xuyén.

- Thude chéng dong mau va chat chong tiéu cau:

+ Khuyén cdo than trong vi ding dong thoi ¢6 thé lam tang nguy co chay mau. Méc du cac
nghién cuu lam sang khong cho. thdy diclofenac anh hudng dén tac dung clia thude chong
dong mau, nhung c¢6 bdo cao vé viée ting nguy co xuat huyc.t 0 nhing bénh nhén dung

dong thoi diclofenac va thude Lhong déng mau. Vi vay, dé chic chin khong thay ddi liéu
lugng thude chong dong mau, cin phai theo dai chat ché nhitng bénh nhéan nay.

- Cung nhu cac NSAID khac, dung diclofenac liu cao c6 thé e ché sy két tap tiéu cau co
héi phuc.

- Cac NSAID khac bao gém ca thude tre ché chon loe cyclooxygenase-2 va corticosteroid:
Dung dong thoi diclofenac va cac NSAID toan than khac hogc corticosteroid ¢ thé lam
ting nguy co xudt huyét hodc loét dudng tiéu hoa. Tranh sir dung dong thoi hai hodc nhiéu
NSAID.

- Thude e ché tai hip thu serotonin ¢6 chon loc (SSRI): Dung dong thoi véi SSRI 6 thé
lam tang nguy co xudt huyét tiéu hoa.

- Thude diéu tri dai thao dudng: Cac nghién ciru 1dm sang da chi ra rang diclofenac c6 thé
phdi hop vai cac thude ubng diéu tri dai thdo dudng ma khong anh hudng dén tac dung lam
sang. Tuy nhién, da c6 nhirg bdo cdo riéng bigt vé ca tac dung ha duong huyet va tang
dudng huyét can phai thay di lidu cia thude didu tri dai thao dudng khi ding phdi hop vai
diclofenac. Vi ly do nay. nén theo ddi mirc glucose huyét nhu mét bién phap phong ngira
trong khi diéu trj dong thoi.

- Methotrexat:

Diclofenac ¢o thé e ché sy thanh thai methotrexat qua dng than do d6 lam tang nong do
methotrexat. Khuvcn cao than trong khi dung NSAID, bao gdm ca diclofenac dudi 24 gid
trude hodc sau khi diéu tri bing methotrexat, vi nong do methotrexat trong mau c6 thé tang
va doc tinh clia chit nay tang lén. Cac truong hop ngd doc nghiém trong da dugc bao céo
khi dung methotrexat va NSAID bao gom ca diclofenac khi ding cach nhau trong vong 24
gi0. Tuong tac ndy xay ra qua trung gian tich tu methotrexat do suy giam bai ti¢t & thén khi
¢O NSAID.

16 hudng dan sic dung — Trang 7

2\

‘%,
o T

=5

NS



https://trungtamthuoc.com/

- Ciclosporin: Diclofenac, giéng nhu cdc NSAID khac, ¢6 thé lam ting doc tinh trén than
cua ciclosporin do tac dung Ién cac prostaglandin ¢ than. Do do6. nén dung liéu thap hon

liéu dung cho bénh nhan khéng st dung ciclosporin.

- Tacrolimus: Co thé tang nguy co doc tinh trén than khi dung NSAID cung v¢i tacrolimus.
Dic¢u nay co thé xay ra qua trung gian tac dung doi khang prostagladin ¢ than cua ca
NSAID va chat (rc ché calcineurin.

- Khang sinh nhom quinolon: Co giat co thé xay ra do tuong tac gitra quinolon va NSAID.
DiCu nay 6 th¢ xay ra & nhirg bénh nhén ¢ hogc khéng c6 tien str dong kinh hogc co giat
trude do. Do do, can cdn nhdc than trong viée sir dung quinolon ¢ nhitng bénh nhin dang
dung NSAID.

- Phenytoin: Khi sir dung dong thoi phenytoin véi diclofenac, nén theo ddi nong d cua
phenytoin trong huyét trong do su gia ting phoi nhiém véi phenytoin.

- Colestipol va cholestyramin: Nhing tac nhan nay co thé gay chdm hodc giam hap thu
diclofenac. Do d6. nén dung diclofenac it nhat mdt gio trude hodc 4 dén 6 gio sau khi ding
colestipol/cholestyramin.

- Glycosid tim: Sur dung di’mg thoi glycosid tim va NSAID ¢o thé lam nang thém tinh trang
suy tim, giam GFR va tdng nong do glycosid trong huyét tuong.

- Mifepriston: Khong nén su dung NSAID trong 8 - 12 ngay sau khi dung mifepriston vi
NSAID c6 thé lam giam tac dung cua mifepriston.

- Thuog: rc che' manh CYP2C9: Khuyén cao than trong khi ké don .déng thoi diclofenac voi
cac chat rc ch¢ manh CYP2C9 (nhu voriconazol), diéu nay co thé lam tang dang ké nong
do dinh trong huyét twong va phoi nhiém voi diclofenac do trc ché chuyén héa diclofenac.
9.2. Tuong ky cta thudc:

Chua tim thay thong tin vé tuong ky cua thude.

10. Téac dung khong mong muén:

Cac phan tmg bat lgi duoi day dum xép theo nhom tan sudt, tan suat nhiéu nhat xép trude,
theo quy udc sau: rat hay gip (> 1/10): hay géap (= /100 dén < 1/10); it gap (> 1/1.000 dén

< 1/100): hiém gap (= 1/10. .000 dén < 1/1.000); rat hiém gédp (< 1/10.000); chua rd (chua
ude lwgng dugce tir dir 1iéu sin cd).

Cac tac dung khong mong mudn sau ddy bao gom nhiing tac dung dugc bao cao khi sur
dung ngan han hodc dai han.

___Hg co quan Tan suit Phan ing bat loi
Roi loan mau va h¢ Rat hiém gip Giam tiéu cau, giam bach cau, thiéu mau
bach huyét (bao gom ca thlcu mau tan mau va thiéu
I mau bal san), mat bach cau hat.
' R6i loan hé mién dich Hiém gap Qua man phan tmg phan v¢ va dang phan
= . v¢ (bao g6m ca ha huyét a ap va s0¢).
- - Rat hiém | gap Phu thén kinh mach (bao gom ca phu mét)
‘Réi loan tam than Rét hiém gap Mt phuong huéng, tram cam, mat ngu, ac
- - | méng. dé bi kich thich, r6i loan tim than. |
R&i loan hé than kinh Hay gap  Dau ddu, hoa mat -
lii'ém 2ap | Budn ngu, mét moi ‘
Rat hiém gap ' Di cam, suy giam tri nhé, co giat, hoi hop,

run, viém mang ndo vo khuan, roi loan vi
| gidc, tai bién mach mau ndo.
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Hé co quan Tan suat Phin irng bat loi
Chua ro Ao giac, la lan, kho chiu, roi loan cam giac
R&i loan mit Rat hiém gip R4i loan thi gide, nhin mo, nhin doi.
Chua rd Viém day than kinh thi gic
Roi loan tai va tai trong | Hay gap Chong mat
) Rat hlcm 1 gdp U tai, nghe khong r. _
R&i loan tim Rat hiém gap Danh trong ngue. dau ngye, suy tim, nhoi

mdu co tim.

R6i loan mach

" Rét, hiém gap

T ang huyel ap, viém mach. Ha huyét ap

Rbi loan hé hap. long | Hiém gap Hen (bao gdm ca kho thd)
nguc va trung that Rat hiém gap Viém phéi k¢
Réi loan tiéu hoa Hay gép Budn ndn, nén, tidu chay, kho tiéu, dau
bung, déy hoi, chén an.
Hiém 2ap Viém da day, xuat huyét tiéu hoa, nén ra

mau, tiéu chay c6 xuat huyét, phan den, loét
duong tiéu hoa c6 hodic khong co xuit huyct
hodc thung (doi khi gdy tr vong dac biét ¢
ngudi cao tudi).

Rét hiém gip

Viém dai trang (bao gom ca viém dai trang
xuat huyét va viém dai trang kich phat c6
lo¢t hoac bénh Crohn). tdo bon, viém miéng
(bao géln ca viém loét miéng), viém ludi,
roi loan thuc quan, hep rudt nhu c¢6 mang
ngan, viém tuy.

Chua ro Viém dai trang do thiéu mau cuc bo
R&i loan gan mat Hay gép Tang transaminase
Hiém gap Viém gan, vang da, roi loan gan.
Rt hiém gap Viém gan bao phat. hoai tir gan, suy gan.
| Roi loan da va mo dudi | Hay gip Phat ban
da Hiém gip May day

Rat hiém gap

Ban mong nuée, cham, ban do, hong ban da
dang, hoi chirng Stevens-Johnson, hoai tir
lhuong bi nhiém doc (hdi ching Lyell),
viém da troc vay, rung toc, phan ung nhay
cam voi dnh sang, ban xuat huyét, ban xuat
huxct di ung, ngura.

R&i loan than - tiét niéu | Rat hiém gap

[ SUV lhan Ld}) ticu ra mau. prolun I’IICU, hQ}

ching than hu, viém than k&, hoai tor nhu
than.

Rat hiém gip

RGi loan vii va hé sinh Bét luc
san
R6i loan chung va noi | Hiém gap Kich irng noi dung thude, phu

ding thude

|

Nguy co huyét khéi tim mach: Cac thu nghlem ]am sang va dich té duoc hoc cho thay viéc
sir dung diclofenac ¢6 lién quan dén tang nguy co xudt hién bién cb huyét khéi tim mach
(nhu nhdi méau co tim hodc dot quy), dac bi¢t khi sir dung diclofenac & liéu cao (150
mg/ngay) va kéo dai (xem thém phan 6. Canh bao va than trong khi dung thudc).
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11. Qua liéu va cach xir tri:

11.1. Qua liéu:

Khong c6 bénh canh 1dm sang dién hinh do qué liéu diclofenac. Qua liéu c6 thé gdy ra cac
triéu ching nhu dau dau, buon non, non, dau thugng vi, xuat huyét tiéu hoa, hiém khi xay
ra tiéu chay, chong mat, mat phuong hudng, kich thich, hon mé, budn ngu, u tai, ngat xiu
hodc co giat. Trong cac trudong hop hiém gap, suy than va tén thuong gan cép tinh do ngd
doc dang ké co thé xay ra.

11.2. Cach xir tri khi dung thudc qua liéu:

Bénh nhan can duge diéu tri theo tri¢u chung. Trong vong mot gid sau khi uéng mot lugng
¢6 kha néng gdy ddc, nén can nhac sir dung than hoat tinh. Ngoai ra, & ngudi lon nén rura da
day trong vong mt gi¢ sau khi uong phai mot lwong c6 kha nang gay dgc. Co giat thuong
xuyén hodc kéo dai nén dugc dicu tri bang diazepam dudng tinh mach. Cac bién phap khac
¢6 thé duoc chi dinh tuy theo tinh trang lam sang cua bénh nhan.

12. Théng tin vé dwgc 1y, lim sang

12.1 Péc tinh duoc luc hoc:

Nhom duwge ly: Thude khang viém khong steroid

Ma ATC: MO1ABOS

Duge Iy va co ché tac dung:

Diclofenac 1 mot chét khong steroid, ¢6 tac dung giam dau/chéng viém rd rét. N6 1a mot
chét e chc téng hgp prostaglandin ( cyclo-oxygenase). /n vitro, diclofenac natri khong e
ché sinh tong hop proteoglycan trong sun & nong do twong duong véi nong do diéu tri &

nguoi.
12.2 Péc tinh duge dong hoc:
Hap thu:

Diclofenac duoc hip thu nhanh chong va hiéu qua sau khi dung duong ubng, dat tryc trang
hodc tiém bap.

Nong do téi da trong huyét trong sau khi dat tryc trang dat duge sau khoang 30 phut. Nong
do dinh trong huyét twong va dién tich dudi duong cong (AUC) ¢6 lién quan tuyén tinh véi
li¢u trong khoang 25 - 150 mg, bét ké dudng dung; sau khi udng, dat tryc trang hoac tiém
bap ma khong c6 sy tich tu sau khi dung licu lap lai.

O bénh nhan trén 62 tudi va bénh nhan tir 2 - 7 tum bi viém khép dang thép thiéu nién,
nong dé dinh trong huyét twong, thoi gian dé dat nong do dinh trong huyét trong (tmax) va
gia tri AUC tuong tu nhu & bénh nhan nguoi [6n khong ¢6 bénh viém khop.

Phan bo:

Nong do cao nhat cua Diclofenac duge tim thay theo thir tuy giam dan trong gan, mat, than,
mau. tim va phoi.

Diclofenac phan bd vao dich bao hoat dich ctia bénh nhan viém xuong khdp va viém khop
dang thap. noi duy tri nong do cao hon so véi nong do trong huyét tuong.

Mic du Diclofenac ¢é thoi gian ban thai twong ddi ngdn trong huvct tuong (1,5 gio), thuée
van 16n tai trong dich bao hoat dich.
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