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V/v thay d6i, bo sung d6i véi thube
da duoc cap GPKLH

Kinh gtri: Cong ty TNHH San xuat Thuong mai Dugc phdm Thanh Nam
Pia chi: 34 Pang Tat, Phuong Tan Dinh, Tp Ho6 Chi Minh

Tréa 161 hd so so tlep nhan so 27088/TT91 ngay 05/07/2023 va cac tai ligu lién
quan ciia cong ty vé viée thay doi, bo sung ddi véi thude da dugc cap gidy diang Ky
luu hanh;

Can cit Thong tu sd 12/2025/TT-BYT ngay 16/5/2025 cua By Y té quy dinh
viéc dang ky luu hanh thudc, nguyen lidu 1am thudc;

Can ct Bién ban tham dinh hd so thay ddi/bd sung cua cong ty, Cuc Quan ly
Dugc ¢6 y kién nhu sau:

Dong y voi ndi dung dé nghi thay ddi, b6 sung dugc phé duyét kém theo cong
van nay doi v6i thuée Medcaflam, s dang ky VD-23406-15.

Ngoai noi dung duoc phé duyét, cac ndi dung khac gitr nguyén nhu ho so ding
ky thudc luu tai Cuc Quan 1y Duoc.

Cac noi dung thay doi, bo sung néu trén dugc thyc hién ké tir ngdy ky cong van
nay. Riéng ndi dung thay d6i, sau 12 théang ké tir ngdy ky cong van ndy, cong ty
phai thyc hién theo ndi dung thay d6i da duoc phe duyét.

Cuc Quan ly Dugc théng bao dé cong ty biét va thuc hién dang c&c quy dinh vé
dang ky luu hanh thude./.

Noi nhén: KT. CUC TRUONG
- Nhu trén; PHO CUC TRUONG
- Cuc truong (dé b/c); —
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TO HUONG DAN SU DUNG
RY Thufe nay chi ding theo don thude. '

Dé xa thm tay tré em.
Doc ky hwéng din sir dyng truée khi ding.
'THANH PHAN CONG THU'C THUOC
Thanh phcfn duge chat: Diclofenac Kali.............ooveeoeeeeee 25 mg
Thanh phé‘n td duwge: Tinh bét sén, Lactose monohydrat, Tricalci phosphat, PVP. K30, Talc, Magnesi stearat, Go6m
arabic, Gelatin, Titan dioxyd, Ponceau 4R, S4p carnauba, Saccarose.
DANG BAO CHE: Vién nén tron bao dudng mau cam.
CHI PINH
Diéu trj ngén han cic tinh trang c4p tinh sau:
- Dau sau chan thuong, viém va sung nhu do bong gan.
- Pau sau phiu thuft, viém va sung nhu sau phu thuét ring hodic phiu thuat chinh hinh. '
- Tinh trang dau va/hogc viém trong phu khoa nhu dau bung kinh tién phét hogic viém phan phu.
- Con dau nira dau (migraine).
- Hoi chimg dau cot séng.
- Bénh thap khong phai & khop.
- Diéu tri hd tro trong cac nhiém khudn viém dau ndng & tai, miii hodc hong, nhu viém hong amidan, viém tai.
Theo nguyén tic diéu trj chung, cin diéu tri bénh chinh bing trj liéu co ban thich hgp. Sét don thudn khéng phai
la mét chi dinh.
LIEU DUNG, CACH DUNG
" Liéu dung: :
Theo khuyén cdo chung, lidu ding nén dugc diéu chinh theo timg bénh nhan. Dé giam thiéu nguy co xuit hién bién
¢b bét loi, can sir dung Medcaflam & lidu hang ngay thép nht c6 hiéu qua trong thoi gian ngén nhit c¢6 thé (xem
thém phan CANH BAO VA THAN TRONG KHI DUNG THUOC).
Nhém bénh nhén chung: ‘
Nguwai lon
Liéu khéi ddu khuyén cdo hing ngay 12 100-150 mg. Trong céc truong hop nhe hon, liéu 75-100 mg/ngay thuong
la du.
Néi chung téng liéu hang ngay nén chia lam 2-3 liéu riéng biét, néu co thé ap dung.
Trong chitng dau bung kinh tién phat, liéu hang ngay nén dugc diéu chinh theo tirng bénh nhan va thudng tir 50-
150 mg, Liéu khoi dau 50 mg thudng la di. Néu can, lidu khéi diu 100 mg c6 thé dwoc ké don véi lidu t6i da
200 mg/ngdy qua li¢u trinh vai chu ky kinh nguyét. Nén bit ddu diéu trj khi xuét hién triéu chirng d4u tién va tuy
thudc vao triéu chirng hoc, tiép tuc diéu trj trong vai ngay.
Trong chitng dau nira d4u (migraine), nén ding lidu khéi dau 50 mg lic céc ddu hiéu dAu tién clia con dau sdp
xay ra. Trong tredng hop khéng dat dugce sy giam dau trong vong 2 gi¢r sau lidu dAu tién, c6 thé ding thém 1 liéu
50 mg. Néu can thiét, c6 thé dung thém céc liéu 50 mg cach nhau 4 dén 6 gio, khéng vuot qua tong liéu 200
mg/ngay.
Nhém bénh nhin dic biét
Bénh nhéin nhi (dwéi 18 tubi)
Khéng khuyén céo sir dung vién nén bao dudng Medcaflam cho tré em va thiéu nién duéi 14 tudi. Dé didu tri
cho tré em va thiéu nién duéi 14 tudi, c6 thé si dung dang giot udng hoic thubc dan diclofenac 12,5 mg va 25
mg. D6i v6i thiéu nién tir 14 tudi tror 1én, lidu 75-100 mg/ngay thuong l1a du.
Khéng nén vuot qua liéu tdi da 150 mg/ngdy. Néi chung téng liéu hang ngay nén dugc chia 1am 2-3 liéu riéng
biét, néu c6 thé ap dung. :
Viée sir dung Medcaflam (tit ca cac dang) trong con dau nira diu (migraine) chua duge x4c dinh ¢ tré em va
thiéu nién.
Bénh nhan cao tuéi (tir 65 tudi tré lén)
Mic du duge dong hoc clia Medcaflam khéng bi suy giam dén mirc d6 c6 lién quan dén 1am sang & bénh nhén
cao tudi, nén dic biét than trong khi sir dung céc thude chéng viém khong steroid trén nhém bénh nhéan nay,
nhitng ngudi thudng dé gip cac phan img bat lgi. Dic biét, khuyén cdo sir dung lidu thAp nhat c6 hidu quéa & bénh
nhén gia yéu hogc nhirng ngudi nhe can va bénh nhan can duoc theo dai xuat huyét da day ruét khi didu tri v6i
NSAID (xem phan CANH BAO VA THAN TRONG KHI DUNG THUOC).
Suy tim sung huyét (@6 I theo phén dj chirc ning ciia suy tim theo Hpi Tim New York - NYHA) hodc cdc yéu
16 nguy co tim mach quan trong
Céc bénh nhan suy tim sung huyét (d6 I theo phén do chirc nang cua suy tim theo Hoi Tim New York - NYHA),
tdng huyét ap khong kiém soat hodc c¢6 cic yéu t8 nguy co tim mach quan trong chi nén duge diéu tri véi
Medcaflam sau khi can nhéc ky va chi & liéu < 100 mg/ngay néu diéu trj trén 4 tudn (xem phin CANH BAO VA
THAN TRONG KHI DUNG THUOC).

ey

Suy thin .
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Medcaflam chong chi dinh trén bénh nhén suy thin ning (GFR< 15 mL/phtt/1,73 m2) (xem phan CHONG CHI

DINH).

Khong ¢6 nghién ctru cy thé duoe tién hanh trén bénh nhan suy giam chirc nang than tir nhe dén trung binh, vi

vy khong dua ra khuyén céo diéu chinh lidu trén dbi tuong bénh nhédn nay. Cén thén trong khi sir dung

Medcaflam cho bénh nhan suy giam chic ning than (xem phan CANH BAO VA THAN TRONG KHI DUNG

THUOC).

Suy gan

Medcaflam chong chi dinh trén bénh nhan suy gan ning (xem phan CHONG CHI DINH).

Khong c6 nghién ciru riéng biét dugc tién hanh trén bénh nhén suy giam chirc ning gan tir nhe dén trung binh, vi

viy khong dua ra khuyén cdo diéu chinh lidu trén déi trong bénh nhédn nay. Cén thén trong khi sir dung

Medcaflam cho bénh nhén suy gidm chirc ning gan tir nhe dén trung binh (xem phin CANH BAO VA THAN

TRONG KHI DUNG THUOC).

Cach dung:

Nén nubt ca vién véi thirc uong, t6t nhét 13 trude cie bira an chinh, khong dugc bé hoidc nhai.

Huéng din sir dgng, xir Iy va hiiy bé

Khéng c6 yéu cdu dac biét.

'CHONG CHI DINH

- P biét qua man cam véi hoat chit hoic bat ky ta duge nao cia thube.

- Dang bi loét, xuét huyét, hogc - thing da day hodc rut (xem phin CANH BAO VA THAN TRQONG KHI DUNG
THUOC va TAC DUNG KHONG MONG MUON)

- 3 thang cubi thai ky (xem phin SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU).

- Suy gan nang.

- Suy thén ndng (GFR < 15 mL/phat/1,73 m?).

- Bénh nhén suy tim sung huyet (tir @6 I dén d6 IV theo phan d6 chic 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.

- Ciing nhu céc thudc khang viém khong steroid (NSAID) khac, Medcaflam ciing chéng chi dinh cho c4c bénh
nhan ma vi€c sir dung acid acetylsalicylic hodc cdc NSAID khéc cé thé gdy ra cdc con hen, phu mach, may day
hoac viém- mu1 cap (cac phan trng chéo gay ra bai NSAID) (xem phan CANH BAO VA THAN TRONG KHI
DUNG THUOC va TAC DUNG KHONG MONG MUON).

- Tién sir xuat huyét tidu héa hoic thung da day - rujt lién quan dén viéc diéu trj bing NSAID.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Anh hu‘o’ng trén dwong tiéu hoa

Xuat huyét, loét hogc thung da day rudt cé thé gay tir ~vong dd dugc ghi nhan véi tat ca cac NSAID, bao gém ca

diclofenac va c6 thé xay ra bit ky lic ndo trong khi diéu tri, c6 hodc khéng c6 céc tricu chimg canh béo hodc tién

sir vé cac s ¢b da day-ruét nghiém trong. N6i chung, nhing tmcrng hop nay ¢6 hau qua trAm trong hon & nguoi
cao tudi. Nén ngimg viée str dung Medcaflam néu xay ra xudt huyét hosc loét da day-rudt & nhirng bénh nhén
dang diéu tn béng thube nay.

Ciing nhu tit ca cac NSAID khac, bao gdm ca diclofenac, bit bude phai giam sat chit ché vé y khoa va can phai

than trong dic biét khi ké don Medcaflam cho nhitng bénh nhan ¢6 céc tridu chimg réi loan tiéu hoa hodc c6 tién

st goi y ve loét, chay mau hogc thing da day hodc rudt (xem phian TAC DUNG KHONG MONG MUON). Nguy
co ve chay méau da day-rudt cao hon khi tang lidu NSAID va & nhiing bénh nhin c6 tién sir loét, dic biét néu da
¢é bién chlrng xudt huyét hoic thung va ¢ ngudi cao tudi.

Dé lam giam nguy co ddc tinh dbi véi da day-rudt & nhitng bénh nhén 6 tién sir loét, dic biét néu di cé bién

chimg xuét huyét hodc thing, va & ngudi cao tudi, nén diéu tri khéi dau va diéu trj duy tri v6i lidu thip nhit ma

cd hiéu qua..

Nén xem xét diéu tr1 két hop céc thudc bao vé (nhu cac chit trc ché bom proton hoic misoprostol) dbi v&i nhiing

bénh nhéan nay, va d6i v&i nhitng bénh nhan dang can sir dung ddng thai acid acetylsalicylic (ASA) liéu thap hodc

nhitng thude khac c6 kha nang lam tang nguy co dbi voi da day-ruét.

Bénh nhan co tién sir bi ddc tinh trén da day-rudt, dic biét & ngudi cao tudi nén béo cao bat ky triéu chung bat

thm‘_mg nio vé bung (d&c biét 1a chay mau da day-ru¢t). Nén thén trong & nhirng bénh nhan dang ding dong thoi

cac thudc c6 thé 1am tang nguy co loét hodic chay méu nhu corticosteroid dung dudng toan thén, thubc chéng
dong mau, thude chong két tép tiéu cdu hogc thude tic ché tai thu nhén serotonin chon loc (xem phin TUONG

TAC, TUONG KY CUA THUOC).

Cén giam st y khoa chat ché va phai thin trong ¢ nhitng bénh nhan bj viém loét dai trang hodc bénh Crohn, vi

tinh trang ciia ho c6 thé nang 1én (xem phan TAC DUNG KHONG MONG MUON).

Céc thude chong viém khong steroid (NSAIDs), bao gom diclofenac, c6 thé lién quan dén ting nguy co rd da day-

rudt tai vi tri ndi. Cén giam st y khoa chiat ché va phai than trong khi sir dung Medcaflam sau phiu thuit da day-

rudt.

Nguy co huyet khdi tim mach

Cic thuoc chong viém khong steroid (NSAIDs), khong phai aspirin, dung dudng toan thn c6 thé lam ting nguy

co xuét hién bién cb huyet khéi tim mach, bao gdm ca nhdi mau co tim va dot quy, c6 thé dan ti tir vong. Nguy
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co nay c6 thé xuét hién sém trong vai luan dau dung thudc va co thé ting 1én theo thoi gian ding thude. Nguy co
huyét kh01 tim mach dugc ghi nhéan chu yéu & lidu cao.

Béc sy can danh gia dinh ky sir xuét hién cua céc bién cb tlm mach, ngay ca khi benh nhén khong c6 cac triéu
chlmg tim mach truée d6. Bénh nhan can duge canh béo vé céc triéu chimg ciia bién ¢b tim mach nghiém trong
va can thim kham bac s§ ngay khi xuat hlgn cac trl¢u chimg nay.

Dé giam thiéu nguy co xuét hién bién ¢6 bét loi, cin sir dung Medcaflam & lidu hang ngay thip nht c6 hidu qua
trong thoi gian ngan nhit c6 thé.

Cén c4n nhic cén thin khi sir dung diclofenac cho b¢nh nhan c6 céc yéu tb nguy co xuat hién céac bién cb tim
mach rd rét (nhu ting huyét 4 ap, tang lipid huyét thanh, dai thao duong, nghién thude 13).

Céc bénh nhén suy tim xung huyét (d6 I theo phén dj chirc ndng ctia suy tim theo Hoi Tim New York - NYHA),

ting huyét 4p khong kiém soét hodc c6 céc yéu t6 nguy co tim mach quan trong (nhur tang huyét 4 ap, tang lipid
mau, dai thao duong, hit thuoc) chi nén duqc diéu trj v6i diclofenac sau khi cdn nhic cn than va chi & liéu <
100 mg/ngay khi dleu tri lién tyc trén 4 tudn,

Nén dinh ky danh gié lai nhu cau gidm tri¢u chitng ctia bénh nhén va sy dap ting véi diéu tri, dac biét khi diéu tri
lién tuc hon 4 tudn. )

Tac dung trén huyet hoc

Viéc str dung Medcaflam chi dugc Rhuyen céo ddi vorl diéu tri ngén han. Tuy nhién, néu Medcaflam duge dung
trong mot thoi gian dai, nén theo doi so lm;mg huyet cAu nhur véi cac NSAID khéc.

Ciing nhu cdc NSAID khéc, diclofenac c6 thé tre ché tam thdi sy ngung két tidu cau. Bénh nhan bj khiém khuyét
vé sy cam mau can dugc theo di cin than.

Tac dung trén hd hap (hen ¢0 tir trurée)

O cac bénh nhan b hen, viém mii di ung theo mia, sung niém mac mii (nhw polyp mili), bénh phéi tic nghén
man tinh hodc nhiém khudn man tinh duong hd hip (dic biét néu c6 lien quan dén céc triéu ching nhu viém mii
di ung) thi cdc phan (ng v6i thuéc NSAID nhu céc con hen kich phat (dugc goi la khong dung nap véi cac thude
glam dau/ hen do thudc giam dau), phit Quinck hodc may day, thudng gép nhiéu hon & cac bénh nhén khic. Do
d6, can dic biét than trong v6i cac bénh nhan nhu vay (chuan bj sin sang phuong tién cap ctru). Ciing phai cha
¥ ddc biét d6i voi nhitng bénh nhan da timg bi dj ing véi cac chét khéc, nhu phan g vdi da, ngira hodc may
day.

Tac dung trén hé gan mit

Yéu cau glam sat y té chﬁt ch& khi ké don Medcaflam cho bg¢nh nhén suy giam chirc ning gan vi tinh trang ciia
ho c6 thé ning thém.

Ciing nhu véi céc NSAID khac, bao gém diclofenac, tri s6 ciia mot hay nhidu men gan c6 thé tang. Trong qua
trinh diéu trj kéo dai v6i Medcaflam, theo doi thudng xuyén chirc néng gan dugc chi dinh nhu mét bién phap
phong ngira. Néu xet nghiém chirc nang gan bat thuorng hoic tdi t& hon, néu c6 d4u hiéu 1am sang hodc tri¢u
chimg lién quan dén bénh gan pht trién hoic néu céc biéu hién khac xuft hién (nhu tang bach cau eosin, phat
ban) nén ngung sir dung Medcaflam. Viém gan c6 thé xay ra khi st dung diclofenac ma khdng c6 triéu ching
bao trudec.

Than trong khi sir dung Medcaflam cho nhiing bénh nhén réi loan chuyén héa porphyrin gan vi ¢6 thé gay ra con
porphyrin clp.

Phén @ng & da

Céc phan ing da nghiém trong, mét sb truong hop bi tir vong, bao gdm viém da tréc vay, hoi chung Stevens-
Johnson va hoai ta biéu bi nhiém déc da dugc ghi nhin trong nhiing truong hop rat hiém lién quan v&i viée dung
NSAID, ké ca Medcaflam (xem Phﬁn TAC DUNG KHONG MONG MUON). Bénh nhan ¢6 nguy co cao nhat vé
cac phan ng nay sém trong tién trinh diéu tri, trong da 56 truong hop khéi phat phan (ng xay ra trong vong
thing dau diéu trj. Phai ngung Medcaflam khi c6 biéu hién dau tién vé phat ban da, tdn thuong niém mac hodc
bat ky déu hi¢u qua mén nao khac.

Ciing nhu cac NSAID khac, cac phan tng dj ng ké ca phan img phan Vf;fphan {mg kiéu phan vé ciing c6 thé xay
ra trong nhitng trudng hop hiém gip véi diclofenac ma khong cé tiép xtc trude dé véi thubc.

Tic dung trén than

bi c6 bao céo lién quan tdi viée dleu tri bang thuéc NSAID ké ca diclofenac gy giir dich va phu, can dic biét
cha y khi dung cho bénh nhan bj ton thuomg chirc néing tim hoic than, cé tién sir bj tang huyét 4p, ngudi cao tudi,

bénh nhén dugc diéu trj dong thoi v6i thude 1gi niéu hodic céc thudc anh hudng dén chire nang thén, va nhiing
bénh nhan mét dich ngoai té bao do bét cir nguyén nhan nao, vi du truée hoic sau nhirng phiu thuat 16n (xem
muc CHONG CHI BPINH). Theo di chirc nang than la bién phap phong nglra sém khi ding Medcaflam trong
nhiing trudong hop nhu vdy. Ngig diéu tri thudng phyc hdi lai dugc trang thai trude diéu tri.

Bénh nhan cao tudi

Can phai than trong d6i voi ngudi cao tudi dya vao tinh trang y khoa co ban ciia bénh nhan, didc biét ¢ nhirng
bénh nhén gia yéu hodc nhiing ngudi nhe can.

Tuwong tic véi cac NSAID khac

Nén tranh ding ddng thoi Medcaflam v&i cac NSAID dung dudng toan thin bao gdm ca cac chat trc ché chon
loc cyclooxygenase-2 do khéng c6 bat ky bang chirng nao chirng minh sy ¢é loi hop lyc va do kha ning c6 thém

céc phan g bét lgi (xem phan TUONG TAC, TUONG KY CUA THUOC).

Trane 3/8



ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

TUONG TAC, TUONG KY CUA THUOC

Che lap dau hiéu nhiém khuin

Ciing nhu cac NSAID khéc, diclofenac c6 the che 14p c4c diu hiéu va tri¢u chimg nhiém khuén do céc dic tinh
duoce luc hoe cua nd.

Kha ning sinh san

Ciing nhu cac NSAID khac, v1¢c str dung Medcaflam c6 thé lam giam kha nang sinh sin & phy nir va khong
khuycn ding & phu nir dang ¢ ging c6 thai. G phu nit gip khé khin dé thu thai hodc nhiing ngudi dang dugc
klem tra vo sinh, nén xem xét ngimg ding Medcaflam (xem phan SU DUNG THUOC CHO PHU NU CO THAI
VA CHO CON BU).

Canh béo doi véi td duoc lactose: Bénh nhan mic cac réi loan di truyén hiém gip vé khong dung nap galactose

chimg thiéu hut lactase Lapp hogc r6i loan hép thu Glucose-Galactose khong nén sir dung thudc nay.

Canh bdo doi vdi ta duge saccarose: Bénh nhan méc cac réi loan di truyén hiém gip vé khong dung nap fructose,

r6i loan hép thu glucose-galactose hoc thiéu hut sucrase-isomaltase khong nén st dung thudc nay.

Mau Ponceau 4R c6 trong thudc nay c6 thé gay phan tmg di ing, nén thén trong khi ding thudc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 kha ning mang thai:

Khéng c6 dir llf;u dé dua ra bit ky khuyén céo nao dbi véi phu nit c6 kha ning mang thai.

Sir dung thuoc cho phu nir ¢é thai

Viéc irc ché téng hop prostaglandin ¢6 thé anh huong x4u dén thai ky va/hodc su phat trién ctia phoi thai. Dit ligu
tir cac nghlen clru dlCh té hoc cho thay ¢ nguy co gla tang viée sdy thai va/hodc dj tat tim va thoat vi rbn sau khi
sir dung chit rc ché téng hop prostaglandin trong giai doan dau thai ky. Nguy co tuyét déi cua dj tat tim gia tang tir
dudi 1% cho t6i khoang 1,5%.

Nguy co duge cho 1 tang theo liéu va thoi glan diéutri. O dong vat, viéc sir dung chét trc ché tong hop prostaglandin
dan dén viéc gia tang that bai true va sau qua trinh lam t0 cia phdi va tir vong & phoi thai.

Thém vao do, ty 1€ mic nhleu di tat khac nhau ting 1én, bao gdm trén tim mach, d4 duoc béo cdo trén dong vat duoc
cho dung thudc trc ché tdng hop prostaglandin trong giai doan hinh thanh céc hé co  quan.

Tir tuan thr 20 cua thai ky tr¢ di, viéc sir dung Medcaﬂam c6 thé gay thleu 6i do rbi loan chirc néng than cua thai
nhi. Piéu nay c6 the xay ra ngay sau khi bt dau diéu tri va thudng hdi phuc khi ngung diéu tri. Ngoél ra, da co
bao cdo Ve co thit & dng dong mach sau khi diéu tri trong 3 thang giira thai ky, hau hét déu duoc giai quyet sau khl
nglng dleu tri. Vi vay, trong 3 thang dau va 3 thang giita thai ky, khong nén ding Medcaflam trir khi thyc sy cin
thiét. Néu sir dung Medcaflam cho phu nir dang cb gang thu thai hogc trong 3 thang dau hodc 3 thang gita thai ky
nén ding & liéu thap nhét va thoi glan trj liéu ngén nhét c6 thé. Nén can nhéc theo ddi trude sinh tinh trang thiéu 6i
va co that dng dong mach sau khi sir dung diclofenac trong vai ngay tir tun thir 20 cua thai ky tré di. Nén ngung
str dung Medcaflam néu Phat hién thay thiéu & 01 va co thit dng dong mach.

O 3 théng cubi thai ky, tat ca cac chat tic ché tong hq)p prostaglandm déu c6 nguy co phoi nhiém phai thai voi:

+ ch tinh tim phdi (co that/ déng Sng dong mach sém va ting huyét 4 4p dong mach phdi)

+ Réi loan chirc nang thén (xem & trén)

Vao cubi thai ky, ngudi me va tré so sinh c6'thé bi:

+ Keéo dai thoi gian chay mau, tinh trang chong két tap tiéu cau c6 thé xay ra ngay ca & nhiing lidu rét thip.

+ Ut ché sur co fir cung lam qua trinh chuyén da bi chdm tré hay kéo dai.

Vi viy, chong chi dinh Medcaflam & 3 thang cudi thai ky.

Sir dung thudc cho phy nir cho con bi

Glong nhir cac NSAID khéc, diclofenac bai tiét vao sita me véi lugng nhd. Vi vay, khong nén ding Medcaflam
trong khi cho con bu dé tranh céc tic dung khéng mong mudn & tré em.

Kha niing sinh san

Ciing nhu cac NSAID khéc, viée sir dung Medcaflam c6 thé lam giam kha ning sinh sn va khong khuyén dung g
phu nir dang c6 gang ¢6 thai. O phu nit gap khé khin khi thu thai hodc nhitng ngudi dang dugce kiém tra vé su vo
sinh, nén xem x¢t ngung dung Medcaflam.

Nhitng bénh nhén c6 r6i loan thi gidc, hoa mit, chéng mat, ngii g hoic céc rdi loan hé than kinh trung wong khéc
khi ding Medcaflam thi khong nén lai xe va van hanh may moéc.

Nhiing tuong tac sau day bao gbm nhiing trudng hop da quan sat dugc vdi vién nén bao duong Medcaflam va /hodc
cac dang bao ché khéc cua diclofenac.

Tuwong tac quan sat dugc

Chidt trc ché CYP2C9: Than trong dugc khuyen €ao khi dung ddng thoi diclofenac véi chét e ché CYP2C9 (nhu
vonconazole) diéu nay co thé gy tang déng ké ndng do dmh trong huyét twong va U phoi nhlem diclofenac.
Lithium: Néu ding dong thoi, diclofenac c6 thé 1am ting ndng d6 lithium trong huyét twong. Can theo ddi mirc lithium
huyét thanh.

Digoxin: Néu ding déng thoi, diclofenac ¢6 thé lam ting ndng d digoxin trong huyét twong. Cén theo doi ndng do
dlgoxm trong huyet thanh.

Thuac lgi tiéu va thube tri ting huyét dp: Cung nhu cac NSAID khéc, ding dong thoi diclofenac véi cac thude loi

tidu hoac thuc tri ting huyet 4p (nhu thubc chen beta, chit irc ché men chuyén angiotensin - ACE) ¢6 thé lam giam
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TAC DUNG KHONG MONG MUON

tic dung tri ting huyét ap ciia chiing. Vi vdy, can thin trong khi diing ket hop va cc bénh nhén, dac b1¢t la ngudi cao
tudi nén durge theo dai huyet ap dinh ky. B¢nh nhan can duge cung cip nude day da va nén xem xét dong thoi theo
doi chire nang than sau khi bat dau diéu tri va sau d6 theo dai dinh ky, dac biét dbi véi cac thuoc 101 tidu va thuoc uc
ché ACE do lam ting nguy co doc cho thin (xem phin CANH BAO VA THAN TRONG KHI DU'NG THUOC).
Ciclosporin va tacrolimus: Gibng nhu cdc NSAID khac, diclofenac c¢6 thé lam tang doc tinh dbi voi than cua
ciclosporin va tacrolimus do tic dung trén prostaglandin & than. Vi vay, phai ding liéu thip hon liéu thudng ding &
cac bq:nh nhén khong dung ciclosporin hogc tacrollmus

Cic thubc dwgrc biét c6 thé gdy tang kali mdu: ding ddng thoi véi thude loi tidu gitr kali, ciclosporin, tacrolimus hoac
trimethoprim c6 thé c6 lién quan dén su tang ndng do kali trong huyét thanh, vi vay can theo déi thudng xuyén nong
5 kali huyét thanh (xem phian CANH BAO VA THAN TRONG KHI DUNG THUOC)

Thubc khdng khudn quinolon: Pi c6 céc bao cio riéng 1é vé co gidt do diing ddng thdi quinolon va NSAID.

Tuwong tic c6 thé xay ra

Cic thuéc khdng viém khéng steroid (N.SHID) khdc va corticosteroid. Dung dong thoi diclofenac va cac NSAID
khéc dudng toan thén hofic corticosteroid c6 thé lam ting tin suft cac tic dung khong mong mudn & da day-rudt (xem
phin CANH BAO VA THAN TRQNG KHI DUNG THUOC)

Cic thudc ching dong mdu va ﬂmor: ckong ker tdp tiéu cau: Nén thén trong vi ding ddng thoi c6 thé lam ting nguy
co chay mau (xem phan CANH BAO VA THAN TRONG KHI DUNG THUOC). Mic di céc nghién clru lam sang
khong cho thay diclofenac anh hudng dén tac dung ctia cac thube chdng d6ng mdu, da c6 nhiing béo céo vé ting nguy
co xuat huyét & nhitng bénh nhan dang ding ddng thoi diclofenac va thudc chéng déng méu. Vi viy nén theo dai st
nhung bénh nhén nay.

Chit ke ché tdi thu nhin serotonin chon Ilpc (SSRI): Ding dong thdi cac NSAID duong toan than, bao gom ca
diclofenac, va SSRI ¢6 thé 1am ting nguy co chay mau da day-ruét (xem phin CANH BAO VA THAN TRONG KHI
DUNG THUOC).

Thudc tri d4i thdo duwdng: Cac nghlen clru 1am sang d4 cho thdy 1a diclofenac c6 thé dugc diing ciing v6i cac thude
chong dai thao dudng dang udng ma khong anh hudng dén hiéu qua lam sang cua ching,. Tuy nhién, da c6 c4c bdo
céo riéng 1¢ vé c hai tac dung ha dudng huyét va tang duong huyét, bat budc phai thay ddi lidu ciia cac thube chong
déai thao dudng trong thoi gian diéu tri bang diclofenac. Vi 1y do nay, can theo d6i mitc duong huyét nhur 1a mot bién
phép phong ngtra trong khi dleu tri dong thoi.

Ciing c6 céc bo cdo riéng 1é vé nhiém toan chuyén héa khi sir dung dong thdi diclofenac véi metformin, dic biét trén
bénh nhén suy thén tir trude do.

Phenytoin: Khi dung dong thoi phenytom véi diclofenac, viéc kiém soat ndng dé phenytoin trong huyét twong dugc
khuyén céo do c6 sir tang theo dir doan v& ham luwong phenytom

Methotrexat: Can than trong khi dung NSAID, bao gom ca diclofenac, dudi 24 gi¢ trude hodc sau khi diéu tri bing
methotrexat, vi ndng do methotrexat trong mau cd thé ting 1én va doc tinh cta chat nay tang lén.

G{ycasm' tim: St dung dong thoi glycosid tim va NSAID & bénh nhan c6 thé 1am trAm trong thém tinh trang suy tim,
giam GFR va lam ting nong d6 glycos:d trong huyét tucmg

Tacrolimus: Sir dung NSAID ciing v6i tacrolimus c6 thé [am ting nguy co nhiém doc than. Diéu ndy c6 thé xay ra
qua céc tadc dung trung gian khang prostagladin thin cla ca NSAID va chit trc ché calcineurin.

Colestipol va cholestyramine: Nhitng tic nhan nay cé thé 1am cham hogc giam hap thu diclofenac. Do do, khuyén
khich sir dung diclofenac it nhat mot gid trude hodc 4-6 gid sau khi uéng colestlpo]lcholestyramme

Cdc chdt cam iing CYP2C9: khuyen céo thin trong khi ké don diclofenac ddng thoi v6i cac chit cam img CYP2C9
(nhuw rlfamplcm) diéu niy c6 thé 1am giam c6 y nghia ndng db trong huyét tvong va sy phoi nhim diclofenac.
Twong ky ciia thude

Do khéong ¢6 cac nghién ctu vé tinh twong ky ctia thude, khéng tron 14n thude ndy véi cac thude khéc.

‘Bang tém tit cac phén irng bit lgi ciia thube
Phén (ing bat lgi ctia thudc tir cac thir nghiém 1dm sang va/hodc cc bao cdo trr phat hodc béo cdo trong y vin (Bang
1) duoc het keé theo h¢ thong phan loai co quan MedDRA. Trong mdi nhém co quan, cdc phan tg bat lgi duge sip
xep theo tin suat, du tién 1a cac phan ting bét loi thuong gép nhét. Trong m&i nhém tan suat, cac phan (g bét loi
cua thude dugc trinh bay theo thir ty mirc d§ nghiém trong gidm dan. Ngoai ra, cac loai tan suét tuong tmg dbi véi
mdi phan (g bét lgi dua trén sir dung quy uGce sau day (CIOMS III): rat thuong gap (= 1/10); thudng gip (= 1/100
dén < 1/10); it gap (= 1/1.000 dén < 1/100); hiém gip (> 1/10.000 dén < 1/1.000); rat hiém gép (< 1/10.000).

Cac phan ¢ ung bét loi sau day bao gbm ca nhing truong hop dé duge bdo co véi vién nén bao duong Medcaflam
va/hodc cac dang bao che khac cua dlclofenac ding ngan han hodc dai han.

Béng 1 Cic phén ng bit lgi ciia thude

Roi loan mau va hé bach huyét

Rét hiém gip Giam tiéu cau, giam bach cau, thleu méu (ké ca thiéu mau tan huyét va
thiéu méu bét san), mét bach cdu hat

Roi loan hé mién dich

Hiém gip Qua man cam, phan tmg phéan v¢ va phan tng kiéu phéan vé (bao gdm c4
ha huyét ap va Soc)
Rét hiém gip Phi mach (bao gébm cé phi mat)
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Roi loan tim than

Rat hiém gip | Mat dinh huéng, trim cam, mat ngt, 4 mdng, cdu git, rdi loan tim thin.

Roi loan h¢ than kinh

Thudng gép Nhirc dau, chong mat

Hiém giip Budn ngu

Rat hiém gap Di cam, glam tri nhd, co g:at lo 4u, run, viém mang nio v6 khuén, rbi
loan vj giac, tai bién mach méu no.

Roi loan mit .
Rat hiém gip | Suy giam thi giac, nhin mo, song thi

Roi loan tai va mé dao

Thucmg gip Choéng mat

R4t hiém gip U tai, giam thinh giac

Roi loan tim

It gap* Nhdi mau co tim, suy tim, ddnh tréng nguc, dau nguc

Tan suat khong rd Hdi chitng Kounis

Roi loan mach

Rét hiém gép | Tang huyét 4p, viém mach

Roi loan hé hip, ngwe va trung that

Hiém gap Hen (ké ca kho thd)

Rét hiém gap Viém phdi

Roi loan tiéu héa ,

Thudng gip Buon nén, non, tieu chay, khé tiéu, dau bung, day hoi, chan dn
Hiém gap Viém da day, xuat huyet da day-rudt, nén ra mau, ticu cha;y Xuat huyet

tiéu phéan den, loét da day-ruot (co hogc khong c6 xuét huyet, hep dudng
tiéu hoa, hay thung, co thé gy viém phiic mac)

Rt hiém gip Viém dai trang (bao gom viém dai trang xuat huyet viém dai trang do
thiéu mau cuc bo va tang d6 trAm trong cia viém loét dai tring hodc
bénh Crohn) tdo bon, viém miéng, viém ludi, rdi loan thuc quan, bénh
hep rudt, viém tuy

Roi loan gan-mit

Thudng gap Téing transaminase

Hiém gip _ Viém gan, vang da, réi loan & gan

Rét hiém gip Viém gan kich phat, hoai tir gan, suy gan

Roi loan da va md duéi da

Thudng gip Phat ban

Hiém gip Nbi mé day

Rat hiém gap Viém da béng nuéc, eczema, ban do, ban d6 da hinh, hoi ching

Stevens-Johnson, hoai tir biéu bi nhiém déc (hoi ching Lyell), viém da
troc vay, rung 16ng téc, nhay cam véi anh sdng, ban xuét huyét, ban
xuét huyét Henoch-Schonlein, ngira

Roi loan thin-tiét niéu :
Rt hiém gap Ton thuong than cap tinh (suy than cap) dai mau, protein niéu, hoi
chung than hu, viém than-ong than mé k&, hoai tr nhi thin

Roi loan toan thin va tinh trang tai chd din

Hiém gip | Phu né

Ty Ie phan anh so liéu tl.r cée trj liéu 1au dai véi liéu cao (150 mg/ngay)

Mo ta cac phan ung bit lgi dwgc chon lgc:

Nguy co huyét khoi tim mach

Cac dur liéu lam sang va dich t€ hoc déu cho thdy viéc sir dung diclofenac c6 lién quan dén ting nguy co xuat
hién bién cb huyét khdi tim mach (nhu nhdi méu co tim hogc dét quy), dac biét khi str dung diclofenac & lidu cao
(150 mg/ngay) va kéo dai (xem phan CANH BAO VA THAN TRONG KHI DUNG THUQC).

Anh hwéng trén thi gidc

Réi loan thi giac nhu suy giam thi lye, nhin m& hodc song thi xuat hién nhu la cc dnh hudng cia nhém thuoc
NSAID, va thuong hdi phuc khi ngirng ding thude. Co ché cua réi loan thi giac rat c6 kha nang 1a trc ché tdng
hop prostag]andm va cac horp chét khac, lam thay déi sy diéu hoa luu luong méu vong mac, ¢6 thé gdy ra céc
thay do: trén thj g1ac Néu céc triéu ching ndy xay ra trong khi dang diéu tri voi diclofenac, nén cin nhic kham
mit dé loai bo céc nguyén nhan khéc.

"Thong bdo ngay cho béc sy hoic duge sy khi gdp cac tac dung khéng mong mudn nhu trén khi sir dung thude
hozc bdo cdo c4c phan ting c6 hai ctia thube vé Trung tim Théng tin thudc va Theo dai phan tmg c6 hai ctia thube
(ADR) Quéc Gia. Pia chi: 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha Noi. Dién thoai: 024.3.9335.618; Fax;

024.3.9335642; Email: di.pvcenter@gmail.com".
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QUA LIEU VA CACH XU TRI
Triéu chirng
Khéng c6 b¢nh canh lam sang dic higu do qué liu diclofenac. Qué lidu c6 thé géy ra céc triéu chung nhu nén, xuat
huyet tiéu hda, tiéu chay, chong mat, U tai hodc co giét. Trong truong hop ngd ddc ning, c6 thé bi suy than cip va
ton thuong gan.
Bién phap diéu tri
Xu tri ngd doc cip NSAID, bao gom ca diclofenac, chi yéu gdm cac bién phap hd trg va diéu tri triéu chimg. Can
tién hanh céc bién phap hd tro va diu trj triéu ching ddi véi cac bién chimg nhu ha huyét 4 ap, suy than, co giat, rdi
loan tiéu hoa va suy hd hép.
Cac bién phap dic biét nhu gdy tang bai niéu, thim tich mau hoic truyén mau c6 thé khéng gitp gi trong viéc loai
bod cac NSAID, bao gom ca diclofenac, do sy lién két cao véi protein va su chuyen héa manh.
C6 thé xem xét ding than hoat sau khi udng qua liéu c6 kha niing gy nhiém déc, va khir nhiém da day (nhu giy
ndn, rira da diy) sau khi ung qua lidu c6 kha ning de doa tinh mang.

PAC TINH DUOC LUC HQC
Nhém duge Iy: Ché phdm chdng viém, chéng thap khép, khéng steroid, la d4n xuét cia acid acetic va cac chit lién
quan.
Ma ATC MO1A BOS.
Co ché tic dong
Medcaflam chua mubi kali cia d1clofenac 12 mét hop chét khéng steroid cé dac tinh tri bénh thap, giam dau, khang
viém va ha sbt rd rét. Sy trc ché sinh tdng hop prostaglandin, di dugc chirng minh trong thuc nghlq:m, dugc xem la
co s& cho co ché tac dung ciia né. Cac prostaglandin dong vai trd quan trong trong viéc gdy viém, dau va sot.
Vién nén bao du‘o‘ng Medcaflam c6 khéi phét tac dung nhanh lam cho chiing thich hop dic blet d6i véi viée diéu trj
cée tinh trang dau va viém c4p.
In vitro, diclofenac khong trc ché su sinh tong hop proteoglycan trong sun & ndng do twong duong v&i ndng do dat
duge & nguoi.
Medcaflam d duoc biét c6 tic dung lam giam dau ro rét déi véi dau trung binh va nang Khi bj viém, vi du do chin
thuong hodc sau can thiép ngoai khoa, n6 lam giam dau nhanh chéng ca dau ty phét va dau khi cir dgng va lam giam
sung va phu né vét thuong do viém.
Cac nghlen ctru lam sang cung da phat hién la trong dau bung kinh nguyén phat, hoat chét niy cé kha ning lam
giam dau va giam mirc d6 ra mau.
Trong céc con dau nira d4u (migraine), Medcaflam cho thdy c6 hiéu qua trong viéc lam giam nhirc dau va cai thién
cac triéu chimg budn nén va nén kém theo. -

DAC TINH DUQC PONG HQC
Hip thu
Diclofenac dugc hép thu nhanh va hoan toan tir vién nén diclofenac kali. Su hap thu xay ra ngay sau khi ding va sé
lugng dugce hap thu twong ty nhu khi ding mét lidu tuong duong vién nén khong tan trong da day diclofenac natri.
Néng d¢ dinh trung binh trong huyét twong la 3,8 pmol/L dat duoc trong vong 20 - 60 phit sau khi udng 1 vién 50
mg. Dung ccing thire dn khong anh huéng dén luo‘ng diclofenac dwoc hap thu, mic du khoi phét hip thu ¢6 thé hoi
cham va téc d6 hdp thu giam nhe.
Vi ¢6 khoang mét nira diclofenac dugc chuyén héa lan dau qua gan (téc dung “chuycn héa lan diu”), dién tich duéi
dudng cong non':r d6 (AUC) sau khi dung duong udng hoidc duong truc trang bang khoang mot nira so véi sau khi
duing mét liéu twong duong dudng tiém.
Dic tinh dugc dong hoc khong thay ddi sau khi ding lap lai. Khong xay ra su tich lity mién la c6 khoang cach giira
cac lleu dugc khuyén céo.
Sw tuyén rmh/khong tuyén tinh
Lugng thude hép thu ty 1€ tuyén tinh véi mirc lidu ding.
Phin bd
99,7% diclofenac gin véi protein huyét thanh chii yéu 12 albumin (99,4%). Thé tich phan b6 biéu kién dugc tinh 1a
0,12 dén 0,17 L/kg.
Diclofenac di vao hoat dich va dat ndng do tbi da tir 2-4 gio sau khi dat dugc ndng do6 dinh trong huyét tuong. Thoi
gian bén thai biéu kién tir hoat djch 12 3-6 gi0. 2 gid sau kh1 dat dugc nong do dinh trong huyet tuong, nong do cua
hoat chét trong hoat dich cao hon trong huyet twong va nong do nay duy tri & mirc cao hon suét 12 gio.
Diclofenac dugc phat hién & ndng d thap (100 ng/ml) trong sita & mét ba me cho con bi. Lugng thude wée tinh di
vao tré b sita me tuong duong véi mét lidu 0,03 mg/kg/ngay.
Chuyen hoa
Su bién ddi sinh hoc ciia diclofenac thye hi¢n mét phan do sy glucuronid héa phan tir nguyén ven, nhung chu yéu
do sy hydroxyl héa va methoxyl héa mét lan hay nhiéu 12n, din dén tao thanh mét vai chét chuyen héa phenolic (3'-
hydmxy- 4'-hydroxy-, 5-hydroxy, 4',5-dihydroxy, va 3'-hydroxy-4'-methoxy-diclofenac), phan 16n chét nay dugc
bién ddi thanh cac dang lién ho? glucuronid.
Hai trong s6 nhitng chét chuyen héa phenolic nay cé hoat tinh sinh hoc, nhung & mitc d6 it hon nhiéu so véi
diclofenac.
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Thai trir
D9 thanh thai toan than toan phan cta diclofenac tir huyét twong la 263 + 56 mL/pht (trj sb trung binh + d6 l&ch
chuin SD). Thoi gian ban hiy trung binh trong huyét twong 14 1-2 gié. Bén trong sb céc chat chuyén héa, bao gdm
hai chat ¢ hoat tinh, ciing ¢6 thoi gian ban huy trong huyét twong ngan tir 1-3 gi&. Mot chat chgyén héa 1 3'hydrox¥-
4'-methoxy-diclofenac c6 thoi gian ban hiy trong huyeét tuong lau hon nhiéu. Tuy nhién, chat chuyén héa nay gan
nhu khéng cé hoat tinh.
Khoang 60% liéu da dung dugc bai tiét trong nuéc tiéu dudi dang lién hop glucuronid ctia phan tir nguyén ven va
du6i dang cc cht chuyén héa, phan 16n ching duge bién dbi thanh céc dang lién hop glucuronid. Duéi 1% dugc
bai tiét du6i dang khéng dbi. Phan cén lai duge thai trir dui dang cac chét chuyén héa qua mat vao phan.
Nhiém bénh nhin dac biét
Bénh nhan cao tuéi: Chua ghi nhan sy khac biét phu thudc tudi lién quan trong su hap thu, chuyén héa hoic bai tiét
thudc nay.
Suy thén: O bénh nhén suy than, khi ding liéu théng thuong, khéng co sy tich lily hoat chat khéng duwoc chuyén
héa. O do thanh thai creatinin dudi 10 mL/phat, ndng dd céc chét chuyén héa hydroxy trong huyét twong & trang
thai 6n dinh da dugc tinh 1 cao hon khoang 4 14n so v6i & ngudi binh thuong,
Tuy nhién, cdc chit chuyén héa niy cudi cing duge dao thai qua mat.
Suy gan: 0 nhimg bénh nhén bj viém gan man hodc xo gan con b, dong hoc va chuyén héa diclofenac tuong tir
nhu & nhitng bénh nhan khéng bi bénh gan.
CAC NGHIEN CU'U LAM SANG
Medcaflam 1a mét sén phdm da dugc cong nhan.
CAC DU LIEU AN TOAN TIEN LAM SANG
Cac dir liéu tién 1am sang tir cac nghién clru doc tinh cép va doc tinh liéu lap lai, ciing nhu tir céc nghién ctru vé
ddc tinh gen, tinh gay dot bién va tinh gy ung thur vi diclofenac khong phat hi¢n nguy hiém r3 rang nao déi véi
nguoi ¢ lieu dieu tri da dinh. Trong cac nghién ciru tién 14m sang chuan trén dong vat, khéng c6 bing chirng
chimg minh diclofenac ¢6 kha ning gy quai thai & chudt nhét, chudt céng hogc tho.
Diclofenac khéng anh hudng trén kha ning sinh san cia dong vt me & chudt cf‘}ng. Ngoai trir cac hiéu tng tbi
thiéu & thai nhi & lidu dc tinh trén co thé me, sy phét trién trude khi sinh, chu sinh va sau sinh cua chudt con
khéng bi anh hudng. '
Viéc sir dung céc NSAID (bao gom ca diclofenac) trc ché su rung trirng & tho, trc ché sy bam dinh va hinh thanh
nhau thai & chudt céng va da dan dén dong sém éng dong mach & chudt cdng mang thai. Lidu diclofenac gay doc
cho chudt cong me c6 lién quan véi dé kho, thai ky kéo dai, giam ty 1¢ séng clia bao thai va cham phét trién bao
thai trong tir cung & chudt c6ng. Anh hudng nhe ciia diclofenac trén cac thong s vé sy sinh san va sinh dé ciing
nhu gdy co khit ong dong mach trong tir cung 12 nhitng héu qua do tac dung dwoc 1y ctia nhém thude e ché téng
hop prostaglandin ndy (xem phan CHONG CHI BINH va SU DUNG THUOC CHO PHU N7 CO THAI VA
CHO CON BU).

QUY CACH PONG GOI: Hop 1 vi x 6 vién; Hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
Diéu ki¢n bdo quin : Bdo quan noi kh6 mat, tranh 4nh sang, nhiét d6 dudi 30°C.
Han diing : 36 thang ké tir ngdy san xut.
Tiéu chuin chit lwgng: TCCS.

‘TEN, PIA CHI CO SO SAN XUAT THUOC

CHI NHANH CONG TY TNHH SAN XUAT THUGNG MAI DUGC PHAM THANH NAM TAI BINH DUGNG
S6 60 dai 16 Poc Lap, khu cong nghiép Viét Nam-Singapore, thanh ph Thuin An, tinh Binh Duong
DT: (0274) — 3767850 Fax: (0274) - 3767852
Viin phong: S 3A Ding Tat, phudng Tan Pinh, quan 1, thanh phd Hd Chi Minh

Tp. HC_M._ng_fiy 29 thang 09 nam 2025
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CONG TY TNHH SX-TM DUGC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
THANH NAM Boc 1ap - Ty do - Hanh phuc

MAU NHAN XIN DANG KY
VIEN NEN BAO PUONG MEDCAFLAM

b
1. MAu nhin vi
Medcafiam Medcaflam Medcafiam
Diclolenac kak 25 mg Drciotenac lal 25 mg Duciofenac kadi 25 mg
N CTY TNHH SX.T™M D TRIARCG. Lad CNCTY TNHH SX-T™ Dt
THANH NAM Tal BINH DUCING WHO GMP THANH NAM TAI BINH DUONG
4

Medcaflam Medcafiam Medcaflam
Dclotenae kal 25 mg Diclalenac lali 25 mg Dcloferac kak 25 mg

TPHARCO.. Lid N CTY TNHH 5%-T™ DF TPHARCD.. Lid
WHO GMP THANH NAM TAT RENH DUCING WHIO (P

®
Medcaflam Medcafiam Medcaflam
Diciolenac kaki 25 mg Diciotenac kali 25 mg Decicfenac kak 25 mg

CNCTY TNHH SX.T™ D TPHARCO:, Lid N CTY TNHH SX-TM DF
THANH NAM TAL ul;m g WHO OMP ? THANH NAM TAL BENH DUCNG
SLSX: HD:

2. Miu nhin hép 1 vi

Medcaflam ©N CONG TY TN 5371 DUBE PHM THANH NAM
TAI BN DUDNG
A nmqun.mum:sw

[lotenac b 25 mg Trash phd Thudn An, Duang
VP BA Ding THYL P Tdn Db Q1. TPHCM
Rx 'WHO - GMP
Thufic ké don HOp 1 vix 6 vién nén bao dubing

w
WHO GMP

Medcaflam

Diclofenac kali 25 mg

ichofenac kall 26

o
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BAD Oudm NOY 040 MAT, TRANH ANH SANG, NHIET
o W'

1A TAM TAY THE EM
80C kT FUING DAN 501 DUNG TRUOC KHI DONG
Tidu sheda: TCCS
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3. M3u nhan hop 10 Vi

Rx WHO-GMP
Hyp 10 vix 10 vién nén bao dudng

Medcaflam

Diclofenac kali 25 mg

Thudc k& don

Diclotenac kali 25 mg

Medcaflam

H&p 10 vi x 10 vién nén bao dudng
w
WHO GMP

THANH PHAN: mB| vt chia

Dichofenac kak. . &Emg
Té duge via 6l 1vién
CHi BINH:
Diutri ngdn han cic tinh trang cip tinh sau

i Sau chifin Muong. vigm va sung nhudo bong odn. Dau B thett, vidm vi sung nduthudt ring hode phfuthudt
chinh hinh, Tinh trang dau v/ hadc vim trong phy kioa nhy dau bung kinh bén phit holic vim phdn phu Con dau nia ddu
(migraing). HOi ching dau ot sfing. Béah tnd khiting phdi & knop. il trj I8 tro trong cac nndm khulin viem dau ndng & tai,
mill hodc hong. nih v hong amadan, vigm

Then nguyn the diutri chung. cin difutn bbnh chint bing tri 1Ay & bdn thich hop. SAt dan thidn kndng phai & mit chi dinh

CACH DONG - LIEU DUNG, CHOWG CHi BINH, TAC DUING KHONG MONG MUON, THAN TRONG, TUONG TAC THUAC, SUf
DUNG CHO PHLU WD GO THAI VA NHONG THONG TIN KHAC ; Xem trong  hutng diin sl dung thufic kbm theo

Rx WHO-GMP s
Thudic ké don Hép 10 vi x 10 vién nén bao dudng § 3

£

b

Medcaflam

Diclofenac kali 25 mg

Ll

WHO GMP
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BugnNp o0Bq UBU UPIA 01 X JA 0L dOH

BAO QUAN NOI KHO MAT, TRANH ANH SANG, NHIET BG DUGI 30°C

DE XATAM TAY TRE EM

DOC KY HUGNG DAN SUf DUNG TRUGC KHI DUNG $618 sdn xudt
Tiéu Chudn: TCCS :::1 ;ﬁ: wdt
SPK/Reg.No.; VD-23406-15

Cosd SX:
CN CONG TY TNHH SX-TM DUQIC PHAM THANH NAM TAI BINH DUONG
60 Baild Bdc Lap KCN Viét Nam Singapore,
Thanh ph& Thuan An, Tinh Binh Duong
VP; 3A Ding Tat, P.Tan Binh, Q.1, TPHCM

TP. HCM, ngay 01 thang 8 n§m 2024
CONG TY TNHH SX-TM DUQC PHAM THANH NAM

KT/ Giam déc

Ds. Nguyén Quéc Chinh
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