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Vifenac

Diclofenac sodium

75 mg/ 3 ml
50 Ampoules

—
Vitalis

INJECTABLE SOLUTION

0000

| The drug should not be ued when there are severe allergic reactions
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Vifenac - Box 50 Ampoules

Vifenac

Diclofenac sodium

75 mg/ 3 ml
50 Ampoules

 Vitalis

INJECTABLE SOLUTION LMLV

SEK: VN-XXXX-XX. Hoat chét: Diclofenac natrl 75mg /3mL. Hép 50 Io 3m!
dung dich tidm, Budng dung: Tidm bdp holic tinh mach, NSX, HD, 8& 16 §X
xem ‘MAN. DATE" “EXP. DATE", "LOT No" irén bao bl, Bdo q..lh& nhidt db
dudi 30°C, & nol khé réo vé thodng mt, trdnh dnh sang va ndng. O xa thm
tay tré em. Chl dinh, chdng chi dinh, céch ding, lidu ding, téc dyng khong
mong muén va cée dhu hidu cdn Ly y: xem trong t& hudng din sl dung.
Che théng tin kndc ab ngh| xem trong & nuéng déin s dung Kém theo, Bee
k§ huding dilin sl dyng trede khi ding. DNNK: XXXXX
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LOT No:
MAN. DATE:
EXP. DATE:

Sopo, Sopo, Cundnamarca,

| Store at a temperature below 30°C, ina dry and cool place. protect from

| fight and heat

| CAREFULLY READ THE ENCLOSED INSTRUCTIONS BEFORE USE.

| PRESCRIPTION DRUG SPECIFICATIONS: in-hotmse.
| KEEP OUT OF THE REACH OF CHILDREN.
| Vereda b Diana, La Victoria Bis, Lote 2 Via

| San xuéat boi:
| Vitrofarma S.A. Plant 8

Brceno
Colombsa
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Vifenac - Ampoule

Vifenac

Diclofenac sodium 75 mg/3mL
Injectable Solution

N Vitalis 1V/ IM

MANUFACTURER:

EXP. DATE:

LOT No.:

(S5, aMBIA”
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Doc ky hudng drm s dung trudc khi ding. Dé thubc ngoai tam tay ciia tré em. Hay
tham khao y kién ciia bic sy néu cin biét thém thong tin chi tiét hon. Thudc nay chi
diing theo don ké ciia bdc sy.

VIFENAC
Dung dich tiém
Diclofenac 75 mg/3ml

Thanh phén:

M3i bng tiém 3ml chira:

- Hoat chdt: Diclofenac natri 75 mg

- Td dugc: Propylen glycol, Benzyl alcohol, Natri bisulfit, Natri hydroxid va nudc pha
tiém.

DPic tinh duge luc hoe:

Nhém duoc Iy diéu tri: Thube chbng viém khong steroid (NSAID)

Co ché téc dung:

Diclofenac 1a thudc khong steroid c6 tinh chit giam dau chong viém 13 rét. La chét ic ché
prostaglandin synthetase (cyclo-oxygenase). In vitro, Diclofenac natri khéng ngén chan
sinh tong hop proteoglycan trong sun voi céc nong do tuong ducmg Vol cac nong dy dat
dwoc & ngudi. Khi phdi hop véi cac thube nhom 4 phién dé 1am giam dau sau phiu thuat,
thi Diclofenac thuong lam giam dwoc nhu cdu thube nhém 4 phién.

Pic tinh duoc dong hoc: 7{’;4{4/

Hip thu:

Sau khi tiém bip 75mg Diclofenac, thudc duoc hdp thu ngay lap tirc va cac ndng do dinh
trung binh trong huyét twrong khoang 2,558 + 0,968 microgam/ml (2,5 microgam/ml twong
dwong 8 micromol/lit) dat sau khi dung thudc khoang 20 phat. Lugng hip thu ¢6 ty 1é
tuyén tinh véi liéu luong.

Truvén tinh mach. )

Khi truyén finh mach 75mg Diclofenac trong 2 gid, thiy cac ndng do dinh trung binh
trong huyét tuong khoang 1,875 1 0,436 microgam/ml (1,9 microgam/ml tuong duong 5,9
micromol/lit). Truyén thoi gian ngén hon s& kéo theo nong d9 dinh cao hon, néu thoi gian
truyen kéo dai hon s& cho dudmg biéu dién ndng do ndm ngang twong g voi téc do
truyén 3-4 gid. Diéu nay tri nguoc véi sy giam nhanh nong d6 trong huyét twong sau khi
da dat dinh khi dung theo duomg udng, dat truc trang hozc tiém bip.

Sinh kha dung: )
Dién tich du6i duong cong ndng o (AUC) sau khi tiém bap hodc tinh mach thi 16n gip
d6i so voi khi udng hoac dat truc trang, vi cac duong ding nay tranh dugc chuyén héa khi
di qua gan lan déu.

Phdn bo: , o

Hoat chét gén 99,7% vao protein - huyét tucmg, chu yéu gan vao albumin (99,4%).
chlofenac vao dugc hoat dICh tal day cac nong do dmh dat 2 4 gio sau khj_dai 6ng do

hén nong d9 trong huyét tuong va giir ndng do cao > hon d6 cho t6i 12 glﬁ CO PHAN
Chuven hoa \ u pugc PHAM } z
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lién hop glucuronide. C6 hai chat chuyén héa phenolic con hoat tinh sinh hoc, nhung hoat
luc kém xa chit me Diclofenac.

BDao thai:

Thanh thai toan bd cua Diclofenac trong huyét tuong la 263 + 56 ml/phut (gia tri trung
binh * d¢ léch chuan) Thoi gian ban thai sau cung trong huyét tuong 1a 1-2 gio. Bén
trong sb cac chat chuyén hoa, bao gbm ca 2 chét con hoat tinh sinh hoc cling cd thoi gian
ban thai ngin 1a 1-3 gid.

Khoang 60% liéu dung dugc thai qua nudc tidu dudi dang lién hop glucuronide cua phén
tr nguyén ven va dudi dang chét chuyén héa, phan 16n nhirng chét chuyén hoa nay ciing
chuyén sang dang lién hop glucuronide. Chi ¢6 < 1% thai dudi dang khong d6i. Phan con
lai cta lidu ding s& 14 cac chit chuyén hoa thai qua mt vao phén.

Chi dinh:

Diclofenac dugc chi dinh diéu trj viém khép dang thip, thoai hoa khép, viém cot sdng
dinh khép. Con dung trong dau mirc d§ nhe t6i trung binh, nhit la khi cén téc dung chéng
viém, vi du: sau khi phéu thudt rang, san khoa hogc chinh hinh, va con lam glam dau co -
xuong do chdn thvong md mém trong thé thao. Ciing chi dinh diu tri bénh viém khép do
giit, dau bung kinh va nhirc ddu do mach méau hosic dau nira du.

Liéu lwong va cdch ding:

- Liéu thuong dung cho ngudi 16n: tiém bép 75 mg, mdi ngay 2 lan (trong céc con dau
bung kinh va dau nira dau: 1én téi mdi ngay 200 mg)

- Liéu thudmg dung cho tré em: chwa xéc dinh

Luwu y: Khi dung dudng tinh mach khdng duoc tiém thing thudc vao tinh mach. Phai pha
lodng trong 100 ml dung dich Natri clorid 0,9% hodc Dextrose 5%.

Puong dung tinh mach chi ding cho dau sau phau thuét. /;M/“

Dung dich pha loang véi Natri clorid 0,9% hodc Dextrose 5% gilt duge hoat luc trong
vong 12 gi& & nhiét d6 dudi 30°C. Tuy nhién, dé tranh nguy co nhiém khuén, khuyén céo
nén dung thudc ngay sau khi pha.

Chéng chi dinh:

Khéng dugce dung Diclofenac khi cé phan tng di ing nghiém trong nhu phan v€ hogc phi
mach do thude chéng viém khong steroid (NSAID; hoéc polyp mili ¢6 céc triéu chlmg co
that phe quan do aspirin (nguy co cao vé cac phan ung di ung nghiém trong do man cam
chéo). Réi loan tao mau tién trién, hodic c6 tién sir rdi loan tao mau, hoic trc ché tuy
xuong.

Ty sb loi ich/nguy co cin duoc danh gia trong cac tinh hudng 1am sang sau day:

- Phan tmg di ng nhe, nhu viém miii di tmg do NSAID, may day, ngira (kha ning man
cam chéo), thiéu mau hozc hen (c6 thé trér nén kich phat); céc trang thai dé dan bénh nhan
t¢i nhiém dgc tiéu hoa nhu: nghién ruou, viém loét dai trang, bénh dudng tiéu hoa ké ca
bénh Crohn, viém tdi thira, nghién thudc 1. , 1

- Suy tim sung huyét, dai thao duong, da co phu, mat dich ngoai bao, nhiém khuan (lam
tdng nguy co suy thén)

- Cac tmh [rang gop phan gay glu mrorc I'lhl.l' _suy chu'c nang tim, tang huyét a, benh
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- Lupus ban dd hé thng; dan bénh nhan t6i c4c tac dung c6 hai vé than; nhidm porphyria
gan,

Canh bao dic biét va thén trong:

Benh nhian mén cam véi Diclofenac, ké ca acid acetylsalicylic va ketorolac, ciing c6 thé
mén cam vdi cac thudc chéng v1em khong steroid (NSAID) khac. C6 thé gy co phé quan
hodc phan vé & bénh nhan hen man cam véi acid acetylsalicylic, dac biét véi ngudi co
polyp mili, hen, hodc cac phén ng di g khéc do dung acid acetylsalicylic.

Dung theo don ké cua thay thubc.

- Péc tinh gdy ung thie: Tiém nang gdy ung thu ca thube nay chua dugc chirng minh trén
thue nghiém véi chudt cong.

- Péc tinh gdy bién di: Khong thay gay bién di trong céc thi nghiém in vitro ding té bao
dong vét ¢ v hodc trén vi khuén (c6 hodc khong c6 hoat tinh microsom) hodc thi nghiém
in viro.

- Déc tinh gdy u: trén chudt cbng khong gay ra u

- Voi tré em: Chua c6 thong tin sir dung thudc cu thé cho tré em

- St dung & nguoi cao tuéi: chua xac dinh dugce la nguoi cao tudi s& cb nguy co cao hon
vé doc tinh nghiém trong & 6ng tiéu hoa khi dung thude nay. Loét va/hoic xuat huyet tiéu
hoa d& gy hau qua nghiém trong hon, c6 khi gdy tir vong. Bénh nhén cao tudi d& gap rdi
loan chuc nang than hon va thudc nay c6 thé lam tang nguy co ddc vai gan hodc than, vi
vay c6 thé cAn phai giam lidu dé tranh tich luy thue.

- Nha khoa: Diclofenac gay viém, kich ing hodc loét ni€ém mac miéng va hiém gay giam
bach cdu va/hoic giam tiéu cau c6 thé lam tang ty 1€ nhiém khuan, 1am chdm lanh seo va
gay chay méau lgi. Bénh nhan can dwoc hudng din giit vé sinh rang miéng, bao gdm than
trong khi ding ban chai danh riang, chi nha khoa va tam xia rang.

- Phdu thugt: cin than trong véi bénh nhan phai mé, vi thude c6 thé kéo dai thoi gian chay
mau.

Vi bénh nhan cao tudi, can giam liéu khoi déu, c6 thé giam ngay t6i nira liu thuong
dung cua ngudi 16n, ddc biét ¢ bénh nhan qud 70 tudi, thubc c6 thé gay budn nga, tranh
nude udng c6 cdn trong khi diéu tri.

Twong tac:
- Vi acetaminophen (paracetamol): c¢é thé lam tang nguy co tac dung c6 hai trén than.

- Véi ruou con., Corticosteroid. Glucocorticoid, Corticropin hodc ché phdm bé sung Kali:
nguy co tac dung thir phét vé tiéu hoa, nhur loét va xuét huyet co the téng lén.

- Vi thubc chong dong mdu heparin, tiéu huyét khoi: su két tap tidu cu it c6 thay dbi ro
rét.

- V6i thuéc udng chong ddi thdo dwcng hodc insulin: Diclofenac lam giam tac dung cua
cac thuéc,’ nén gay tang dudng huyét.

- Voi thuéc chong cao huyét dp hodc loi niéu (ddc biét véi Triamterene): Lam giam tac
dung lgi nidu, lam tang nguy co suy than thir phat hodc giam tudi méu & than. Phéi hop
véi thude loi nidu gitr Kali ¢6 thé lam tang nguy co tang Kali — méau. Phbi hop vai 2 hoac
nhidu NSAID hon c6 thé lam ting ty 1¢ cac tac dung thir phét & dng tiéu hoa, bao gdm loét
va chay mau ma khong lam gidm thém triéu ching, vi vdy khong khuyen cao phéi hop.

- Phéi hop véi aspirin: cling ¢6 thé lam tang nguy co chdy méau ngoai Sngrfigished, do
hiép ddng tac dung trc ché su két tap tiéu cau.

- Cefamandol. Cefoperazone, Plicamycin hodc Valproic Acid:,
prothormbin - huyét

- Cyclosporin hodc cdc thudc déc véi than: ¢ thé 1am tang nguy ¢ ‘
rudt.
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- Lithium: 1am tang ndng d6 lithium trong huyét thanh

- Glycosides digitalis: 1am tang ndng do digoxin trong huyét tuong.

- Thubc lam nhay cdm dnh sdng: c6 thé gy tang nhay cam 4nh sang

- Thudc irc che két tdp t:eu cdu: c6 thé lam tang nguy co chdy mau do tac dung hiép déng
cong tre ché két tap tidu cau, cling nhur ¢6 thé xut hién loét hozic chay mau tiéu hoa.

- Probenecid: 1am tang ndng do trong huyét thanh, nén 1am tang tiém ning giy doc.

Sir dung thudc cho phu ni¥ ¢6 thai va cho con bu:

- Anh hieéng téi sinh sdn mang thai: Nghién ciru trén su sinh san chudt cong, khong thy
lam hu hai kha ning sinh san. Tam c4 nguyét dau: mic du chua c6 nghién ciru ddy da va
¢6 kiém chimg tbt trén ngudi, nhung thudc qua nhau thai d& dang. Nghién ciru trén chudt
cdng cho thdy thube c¢6 doc tinh véi phdi, 1am giam can chudt con khi sinh, giam nhe tc
do phat trién, e ché kha nang séng sot, dac biét khi chudt me dung lidu cao. Nghién ctru
trén tho, thude nay lam tang tdc d tai hip thu, nhe cn khi sinh, bét terorng & bd xuong
va véi lidu cao gdy doc tinh rd cho phoi. Tuy nhién, trén thd khong thay gdy quai thai.

Tam cé nguyét 2 va 3 cia thai ky: nghién ctru trén stc vét cho thiy néu dung cudi thai ky
thi Diclofenac kéo dai thoi gian ¢6 thai, sinh kho va kéo dai sy chuyen da, c6 thé do lam
giam co bop tir cung, héu qua cia sy uce ché cac prostaglandin & tir cung.

- Thm kv cho-con bii: thube nay bai tiét qua sita me, mot tré bl me nang 4 — Skg s&€ b 1 it
mdi ngay, nghia 1a mang vao ngudi tré mdi ngdy 0,03 mg/kg Diclofenac.

Anh hwéng dén kha niing l4i xe va vin hanh may méc:
Bénh nhén nao c¢6 chéng mat hodc cic rdi loan khac & than kinh trung wong trong khi
dung NSAID thi nén ngirng lai xe va vn hanh may moc.

T4c dung khong mong mudn: M/

Cdn chii y vé v hoc:

- Hiém gdp: chay mau mili chua giai thich dugc, dau nguc, suy tim sung huyét, tang huyét
ap, co gidt, hay quén, viém mang ndo vo khudn, tram cam, cac phan tmg loan than, bénh
than kinh ngoai bién, viém da di ung va troc vay, hong ban da dang, hoi chimg Stevens —
Johnson, viém dai trang hodc dau ong tiéu hod, xuat huyet ti€u hod, chay mau am dao bét
ngo va khong giai thich duge va/hodc hanh kinh nhiéu bét thudng, nuge tidu c6 mau,
viém bang quang, protein -niéu, mat bach cdu hat, thiu mau, thiéu mau bét san va tan
huyét, giam bach cdu, giam tiéu cdu c6 hodc khong c6 kém ban Xuat huyet viém gan,
phan Ung phan vé hodc dang phan v¢, phu mach, phéan ung di tmg co that phé quan, phu
thanh quan, gidm thi luc do nhiém doc, nhin m& hodic ¢ thay ddi khac vé thi giac, diem
t6i, viém miéng ap — to, mdi ludi sung, giam hodc thay ddi vé thinh giac, viém tuy, viém
than k&, hoi chimg hu than, thiéu niéu, v niéu, suy chitc nang than, khé thd hodc tic
nguc.

- It gdp: dau thét ngue, loan nhip tim, phat ban da, ngita, truéng bung, loét dudng tiéu
hoéa, u tai.

- Hay gap hon: gitr nude, pha

Cin chu y vé v hoc néu cdc triéu chitng tén tai:

- Hiem tang nhlp tim, do bung mat toat mo hoéi, danh trong nguc, cang thc de bi

vOi anh sang, v1 giac dang hodgc cac thay d6i khéc vé vi g1ac giam M _ <
ngon miéng, ndn, cam giac 6m yéu, miéng khd, kich ung hoac loét nyiér @@mﬁhmtr'

khong cat nghia duoc pugc PHAM J*
- It gdp: chong mat, day hoi hoic truéng bung : i
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- Hay gdp hon: nhitc ddu mirc do nhe t6i vira phai, cam giac yéu mét, dau va co rat co
bung mirc d§ nhe va trung binh, tdo bon, tiéu chay, kho tleu budn noén.
Théng bdo cho bdc sy bit kp tdc dung khong mong muédn nao gip phdi khi ditng thuébc.

Qua liéu:

Didu tri ngd doc cip NSAID chu yéu la dung cac bién phap hd tro va chita triéu chimg.
Khéng c6 bénh canh 14m sang dién hinh khi ngd doc Diclofenac.

Didu tri hd tro va diéu tri triéu chimg khi gip cac bién chimg nhu tut huyét 4p, suy than,
co gidt, kich {mg tiéu hoa va suy hé hép.

Nhimg bién phéap diéu tri dac hiéu nhu loi niéu, thAm phén hoic loc mau c6 thé khong
gitip dugc gi cho su dao thai NSAID, do ti 18 thubc gén két cao véi protein va chuyén hoa
manh.

Tuwong ky: ]
Khéng nén tron 14n dung dich tiém Diclofenac véi céc thude khac ngoai Natri clorid 0,9%
va Dextrose 5%.

Bio quan
Bao quan & nhiét d6 dudi 30°C, & noi khé rdo va thodng mat, tranh 4nh sdng va néng.

Han dung: )
30 thang ké tir ngay san xuat.

Tiéu chuén:
Nha san xuat.

Dong goi: ) '
Hop 10 hodc 50 6ng x 3 ml.

San xuit béi:
Vitrofarma S.A. Plant 8

Vereda la Diana, La Vlctorla Bxs,. e 2 Via Briceno — Sopo, Sopo, Cundinamarca,
Colombia '
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