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Rx- Thubc nay chi diing theo don th ubc Huong din siv dung
GMP-WHO

BENECID FORTE

Probenecid 500mg

Pé xa tAm tay tré em

Poc k§ hwéng dén trwéc khi si dung.

THANH PHAN: Mbi vién nén chira:

Thanh phén dwoc chiit: Probenecid .... 500mg

Thanh ph&n td dwogc: Tinh bt ngd, Natri starch glycolat, Povidon K30, Magnesi stearat,
Aerosil, Talc.

DANG BAO CHE: Vién nén

M0 ta san phdm: Vién nén mau triing dén tring nga, hinh then, c6 vach be ¢ gifra, thanh va
canh vién lanh 13n.

Vién nén c6 thé chia thanh hai liéu bing nhau.

CHi PINH:

Diu tri ting acid uric mau lién quan dén bénh ght va viém khép do gut.

HO6 tro cho liéu phap didu tri véi penicillin hodc voi ampicillin, methicillin, oxacillin,
cloxacillin, hoiic nafcillin d& ting va kéo dai ndng d¢ thudc trong huyét twong khi sit dung
khéang sinh qua bét ky dudng ding nao.

LIEU DUNG VA CACH DUNG

Cach ding

Vién nén BENECID Forte dugc diung theo duong ubng va ding trong bira n.

Liéu dung:

Diéu tri gut:

Khong nén bét dAu diéu tri voi probenecid cho dén khi con git cép giam nhe. Tuy nhién néu
nhu trong qua trinh didu tri xuit hién mot con gt chp thi co thé tiép tuc diing probenecid
ma khong can thay dbi liéu lugng, va nén dung du lidu diéu tri ctia colchicine hodc c6 bién
phip thich hop khac dé kiém sodt con gut cAp.

Lidu ding khuyén céo cho ngudi truéng thanh 1a 250 mg probenecid (1/2 vién nén), 2

lAn/ngay trong tuin dau tién, sau d6 duy tri 500 mg probenecid (1 vién nén), 2 1an/ngay.
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Trudng hop suy thdn gip phai & bénh nhén méc bénh gat, lidu khuyén cdo hang ngay 12
1000 mg. Tuy nhién, néu cin thiét, co thé ting lifu hang ngay thém 500 mg mdi 4 tudn
trong gi6i han dung nap (va thuong khong vuot qua 2000 mg mdi ngay) néu cac triéu ching
ciia bénh viém khép do git khong dugc kiém soat hogc mirc bai tiét acid uric trong 24 giv
khong qua 700 mg. Probenecid ¢6 thé khong hiéu quéa v6i bénh nhan suy thin méan tinh, dic
biét khi tbc dd loc cau than < 30 ml/phit.

Khong dung nap da day co thé 13 bidu hién cua qué lidu va co thé dugc khéc phyc bing cach
giam liéu.

Vi acid uric ¢6 xu hudng két tinh trong nude tidu c6 tinh acid nén cin udng nhidu nuée cling
nhu natri bicarbonat vira di (3 dén 7,5g mdi ngdy) hoic kali citrat (7,5g mdi ngay) d& kiém
hoa nude tiéu.

Khuyén c4o kidm héa nuée tiéu cho dén khi ndng do urat huyét thanh try v& binh thudng va
céc cin tophi bién mt, tirc 1a trong giai doan bai tiét acid uric qua nuéce tiéu & mirc cao. Sau
d6, qua trinh kiém hoéa nude tidu va viéc han ché thong thudng cic thyc phim san Xuét
purine c6 thé duoc giam di.

Nén tiép tuc ding probenecid v6i lidu lugng @& duy tri ndng do urat huyét thanh binh
thuong. Khi cac con cAp tinh khong xay ra trong 6 théng trd 1én va ndng do urat huyét thanh
vAn & muc binh thuong, liéu hang ngay c6 thé giam 500 mg mdi 6 thang. Khong nén gidm
lidu duy tri dén mirc ndng do urat huyét thanh ¢6 xu huéng tang.

Tré em: Chua co dit lidu.

H@ tro liéu phdp khdng sinh:

Liéu ding khuyén cdo cho nguoi trudng thanh: 2000 mg probenecid (4 vién nén) mdi ngay,
chia thanh nhiéu 1in. Nén giam liéu khi ding cho ngudi cao tudi do ¢6 nguy co suy than.
Trong bénh nhidm tring 1au cAu khong bién chimg & nam gi6i va phy nit (niéu dao, b ti
cung, tryc trang), nén dung 1g probenecid bing dudng ubng véi 4,8 triéu don vi dung dich
procain penicillin G (tiém bép) hozic 3g amoxicillin (ubng ) hozc 3,5g ampicillin (ubng).
CHONG CHI PINH

Qua mén véi duge chét hodic bét ky thanh phén ta duge nio cua thude.

Bénh nhén b suy giam chirc ning than (P9 thanh thai creatinin Cler < 50 ml/phit).

Bénh nhén bi soi thin.

Tré em dudi 15 tudi.

I
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Didu tri bing methotrexat.

Con gut cAp.

Téng acid uric mau th& phét sau héa tri ung thu, xa tri hodc tan sinh tuy do ting nguy co
méc bénh thén do acid uric.

T#ng acid uric mau nguyén phat do qua san acid uric.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Diéu tri bang probenecid c6 thé 1am bénh git trdm trong hon; trong nhitng trudng hop nhu
vy nén sit dung colchicin hodc li¢u phép diéu tri thich hop khac.

Probenecid lam ting ndng do methotrexat trong huyét twong & ca dong vat va nguoi. Trong
céc nghién ctru trén dong vét, doc tinh cla methotrexat ting 1én da dugc béo cao. Néu dung
probenecid cung v6i methotrexat, nén giam lidu methotrexat va c6 thé cin theo ddi ndng do
thudc trong huyét thanh.

O nhitng bénh nhin dang diéu tri bing probenecid, viéc st dung salicylat voi lidu lwong nho
hodc 16n déu bi chéng chi dinh vi n6 dbi khang tic dung ting dao thai acid uric cia
probenecid. Trong trudng hgp bénh nhén dang didu tri voi probenecid va cAn dung thude
giam dau nhe, vu tién sir dung acetaminophen thay vi dung salicylat.

Hiém khi xay ra phan (mg di ing nghiém trong va s6c phan vé khi sir dung probenecid. Héu
hét nhitng trudng hop nay da dugc béo céo xay ra trong vong vai git sau khi tai sir dung
thudc sau 1an ding thude trude do.

Ngtmng diéu tri bing probenecid néu nhu xay ra phan Gmg qua mAn.

Khong nén bt dAu didu tri ting acid uric méu trong trudng hop tang acid uric mau khong c6
triéu chimg vi chi mdt s it ngudi trong trudng hop ndy s& phat trién thanh bénh git. Khi d6
nén wu tién cac bién phap khong dung thube, vi du nhu didu chinh ché d #n udng va 161
song ciing nhu tranh céc chit lam ting nong do urat huyét thanh.

Probenecid di qua hang rao nhau thai va xuét hién trong méau cubng rdn. Do d6 can phai can
nhic giita lgi ich va nguy co c6 thé xay ra khi dung thudc cho phu nit ¢6 thai hodc du dinh
mang thai.

Cén gidm sat chit ch& trong qua trinh diéu tri v6i nhitng bénh nhén cé tidn st viém loét
duong tiéu hoa, nhiitng bénh nhén bi 61 loan tiéu héa va nhitng bénh nhan co6 tién sir rdi
loan tao mau. Trong trudng hgp bénh nhén c6 tién st rdi loan tao mau, cAn xét nghiém cong

thirc mau thuong xuyén.
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Probenecid c6 anh hudng dén su bai tiét tich cuc & 6ng than va do dé c6 thé anh huéng dén
néng d6 ctia nhiéu loai thudc thai trir theo co ché nay. Vi vy, cAn xem xét cAn than vé viée
st dung dong thoi probenecid véi nhiing loai thuc nay va nén diing thudc didu tri tdng acid
uric ni€u khéc trong trudng hop nghi ngo.

Khong nén ding BENECID Forte dé bt diu didu trj con ght cép tinh hogc d& didu tri cho
bénh nhén ting bai tiét acid uric, suy than hoéc séi thén.

Tiéu mau, dau bung, dau vung suon va hinh thanh s6i acid uric lién quan dén viée sir dung
probenecid & bénh nhan gt c6 thé duogc ngan ngilra bang cach kiém hoéa nuéc tidu va udng
nhiéu nuée. Trong nhitng trudng hgp nay khi st dung chit kiém hoa nude tidu, cin theo dsi
su can bing acid-base ciia bénh nhan.

Probenecid da dugc st dung & nhitng bénh nhan bi suy thin nhung yéu cu vé lidu lugng co
thé ting 1én. Probenecid c6 thé khong hiéu qua & bénh nhin suy thin man tinh, dic biét khi
tbe do loc cdu than < 30 ml/phit. Khong nén dung probenecid két hop véi penicillin & bénh
nhéan suy than.

Chét khir c6 thé xuit hién trong nuéc tidu ciia bénh nhan ding probenecid va s& bién mét
khi nging diéu tri. Néu nghi ngd c6 dudng niéu, nén xic nhan bang cich sit dung xét
nghiém dac hiéu cho glucose.

Thubc chira it hon 1mmol natri (23mg) mdi vién nén thude duogc coi 1 hiu nhu khong chira
natri.

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

Sit dung thuéc cho phu ni¥ c6 thai

Nhiéu dit liéu dugc thiét 14p & phu nit mang thai (tir 300 dén 1000 trudng hop mang thai
dugc ghi nhdn) cho thdy khong loai trlr nguy co dj tat tiém 4n hodc dc tinh véi thai nhi
hodgc tré so sinh khi str dung probenecid. Céc nghién cttu trén dong vét vé doc tinh sinh san
ctia probenecid 14 chua ddy du. Probenecid di qua hang rao nhau thai. Do vy nén tranh si
dung probenecid trong thoi ky mang thai.

Sit dung thuéc cho Phu nit cho con bi

Khong nén st dung probenecid trong thoi ky cho con bu vi cac nghién ciru trén dong vat da
chi ra ring thube dugc bai tiét qua sita me. Chua c6 thong tin vé tac dung cua thube dbi véi

tré b1 sita me.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng c6 nghién ctru cu thé nao duge thyc hién dé danh gia anh hudéng cuia probenecid 1€n
kha ning 14i xe va vin hanh may méc. Ngay ca khi dugc sit dung theo chi din, thube van c6
thé 1am thay d6i phan tmg dén mirc 1am giam kha ning 14i xe hodc van hanh may méc. Diéu
ndy dic biét dung khi két hop vé6i rugu.

TUONG TAC, TUONG KY CUA THUOC

Twong tac cia thube

Do su can thiép vao sy phan bd mé ciia nhidu chit khac nhau thong qua su @c ché cac chét
vén chuyén anion hitu co (OAT) va protein khang da thudc (MRP), probenecid c6 kha ning
gay ra nhiéu twong tac thube. Do d6, cin cha y dén cac thubc ding ddng thoi.

Khi ding dong thoi véi probenecid, ndng d trong huyét twong ciia cic hoat chét sau c6 thé
ting 1én. Do d6, tic dung diéu tri va tac dung phy cia ching c6 thé ting 1én do qué trinh
chuyén hoéa va/hoic thai trir chAm hon, c¢6 thé can phai diéu chinh liéu lvong:

Phéi hop chong chi dinh

Methotrexat

Tang ddc tinh cuia methotrexate: Probenecid trc ché bai tiét methotrexate & éng than.

Ciic phdi hop khéng dwoe khuyén cio

Acid acetylsalicylic, pyrazinamide

Giam tac dung dao thai acid uric cua probenecid.

Cic phoi hop cin thin trong khi sit dung

Diprophylline

Nguy co qua liéu diprophylline do probenecid trc ché bai tiét & dng than, 1am ting ndng dod
diprophylline trong huyét twong. Do d6, nén giam liéu diprophylline trong qué trinh diéu tri
bing probenecid.

Cdc phoi hop cin luu y

- Thube khéang virus, bao gf“)m acyclovir, valaciclovir, zidovudine, ganciclovir, cidofovir

- Olanzapin

- Famotidin

- Clofibrat

- Thubc e ché men chuyén angiotensin (ACE)
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- Khi st dung probenecid d8 1am tang ndng dd penicillin hodc cac beta-lactam khac trong
huyét tuong, hodc khi nhiing thude nay dugc dung cho bénh nhin dang didu tri bing
probenecid, ndng dd cao trong huyét twong cta thube khac c6 thé 1am ting ty 1é cac phan
g c6 hai li€n quan dén thubc d6. Trong trudng hop penicillin hodc cac beta-lactam khac,
i c6 bao cao vé céc rdi loan tAm than. Ngoai ra, cling can luu y khi phé)i hop probenecid
v6i quinolone (vi du ciprofloxacin va norfloxacin).

- Viéc dung ddng thoi probenecid 1am ting thoi gian ban thai trung binh trong huyét tuong
ciia mot sb loai thubc, do d6 co thé dén dén tang ndng dd trong huyét twong. Nhing loai
thubc nay bao gbm cac thude nhu indomethacin, acetaminophen, naproxen, ketoprofen,
meclofenamate, lorazepam va rifampin. Mic du y nghia 14m sang cua quan sat nay chua
duoc x4c dinh, nhung co thé cin dung lidu thubc thip hon dé tao ra hiéu qua diéu tri va can
than trong khi ting lidu thudc dang dung, nén ting lidu theo timg dot nhé khi dung dong
thoi probenecid. Mic du cho dén nay chua ghi nhin céc truong hop cu thé vé& doc tinh do
tuong tac tiém An nay, nhung cac béc si cling nén canh giac trude nguy co ¢d thé xay ra.

- C6 bao cdo rang nhitng bénh nhan dung probenecid can dung lwong thiopental it hon dang
ké dé gy mé. Ngoai ra, tac dung giy mé bing ketamine va thiopental bi kéo dai dang ké &
nhiing con chudt ding probenecid.

- Probenecid 1am tang khong dang ké ndng do sulfonamid tu do trong huyét twong nhung
lam ting dang ké ndng do sulfonamid toan phén trong huyét twong. Vi probenecid lam giam
bai tiét qua than cta sulfonamid lién hop, nén ndng do sulfonamid lién hop trong huyét
tuong cn dugc theo doi khi dung ddng thoi sulfonamid va probenecid trong thoi gian dai.

- Probenecid cé thé kéo dai hodc ting cuong tac dung cua sulfonylurea duong ubng va do
d6 1am ting nguy co ha duong huyét.

- Probenecid dung ddng thoi v6i sulindac chi c6 tac dung nhe dén ndng do sulfide trong
huyét twong, trong khi ndng do sulindac va sulfone trong huyét tuong tang 1én. Sulindac da
duge chiing minh la c6 thé 1am giam nhe tac dung dao thai acid uric cua probenecid, nhung
khong dang ké trong hau hét cac truong hop.

- Tac dung ctia phenprocoumon ¢6 thé bi giam khi ding cing probenecid do qué trinh dao
thai thudc dién ra nhanh hon.

- Probenecid c6 thé 1am giam téc dung loi tidu cta thude loi tiéu quai nhu furosemide.

Anh huéng dén két qua xét nghiém

9%
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Probenecid c6 thé din dén két qua duong tinh gia trong xét nghiém glycosuria khir dong.

Probenecid 1am giam sy bai tiét mot s6 chit cdn quang c6 chira iod va c6 thé can trd cac xét

nghiém trong phong thi nghiém biang cich gidm bai tiét acid aminohippuric,

phenolsulfonephthalein va sulfobromophthalein.

Cac gia tri doc sai cua theophylline da dugc bao cdo trong mot nghién ctru in vitro, sir dung

phuong phap do quang phd Schack va Waxler, khi theophylline va probenecid & ndng dd

diéu tri duoc thém vao huyét trong ciia nguoi.

Twong ky, ciia thude

Do khong c6 cdc nghién ciru vé tinh twong ky ciia thude, khong trén 14n thude nay véi cc

thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC
Tém tit cdc phan Gng c6 hai duge phén loai theo quy wéc: Rét thuong gip (ADR > 1/10),

thudng gip (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip (1/10000 <

ADR < 1/1000), rat hiém giip (ADR < 1/10000) va chua biét (khéng thé wéc tinh tir céc dit

liu hién c0).

Nhiém trimg va ky sinh trimg Thuong gap:
Viém nudu
Roi logn hé thé'ng mdadu va bach huyét Rt hiém gap:

Thay doi cong thirc mau nhu giam bach cau,
giam ti€u cau, thi€éu mau bat san.
Thi€u mau tan mau do thiéu hut glucose-6-

phosphat dehydrogenase

R6i loan hé thcfng mién dich

Rat hiém gip:

Phan tng phan vé

R6i loan chuyén héa va dinh dubng Thuong gap:
Chén an
ROi loan hé than kinh It gip:

Dau diu, chéng mit

Roi loan hé tiéu hoa

Thuong gap:

Buon non, non, day bung

Roi logn gan mdt

Rét hiém gip:
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Vang da, ton thuong té bao gan

Réi logn da vé mé duwdi da Thuong gép:

Ban d6, phét ban, ngira, rung toc

Rét hiém gip:

HE‘)ng ban da dang, hoi ching Lyell (hoai tir
bi€u bi nhiém doc)

R6i logn thdn va duong 1iét niéu Rét hiém gip:

Hoi ching than hu
Réi logn chung RAt hiém gap:

St

M@ ti mpt so tic dung khéng mong muén cu thé:

Khi bét diu didu tri bing probenecid, ¢t nguy co xay ra cac con git phan ung do viéc huy
dong urat ling dong.

S6i thdn dd duoc bdo cdo lién quan dén diéu trj bing probenecid. Su bai tiét acid uric tang
1én ¢6 thé dan dén sy hinh thanh cAc tinh thé va/hoic soi acid uric. Nguy co nay c6 thé giam
bang c4ch udng nhidu nude va kiém héa nudc tidu.

Ngoai ra probenecid cé thé lam tang nguy co phan tmg qua mén lién quan dén da & bénh
nhén nhiém HIV.

Théng bdo ngay cho béc si hodic dwge si nhirng phan ng c6 hai gip phai khi sir dung
thude

QUA LIEU VA CACH XU TRi

Qus lidu:

Théng tin vé& qud lidu cua probenecid con rit han ché.

Cac triéu chung c6 thé gip phai khi ding qua liéu probenecid nhu nén, co giat, con gt cép,
suy ho hép, hon mé.

Xir tri:

Trong trucmg hop nghl ngd qua lidu do vo tinh hoic cb ¥, Xt tri bing céc bién phép lam

giam hip thu va ddy nhanh thai trr thudc nhu sir dung than hoat, bai tiét cudng birc, chay
than nhan tao.

PAC TINH DUQC LUC HQC

Nhém dwge Iy: thude diéu tri gout, thuée lam tang dao thai acid uric

LS



https://trungtamthuoc.com/

Ma ATC: M04ABO1

Co ché tac dung:

Probenecid canh tranh trc ché tai hép thu tich cyc acid uric & émg luon géin, nén lam ting bai
tiét acid uric vao nuéc tiéu va [am giam ndng do acid uric trong huyét thanh. Bing céch lam
giam ndng o acid uric huyét thanh xudng dudi gi6i han hoa tan, probenecid cé thé 1am
gidm hodc ngén chin urat lz"mg dong, hinh thanh tophi va cac bién dbi man tinh & khép; thue
dAy 1am tan céc ling dong urat da 6, va sau vai thang didu tri, sé 13n cac con glit cip gidm.
Probenecid dwgc ding dé hd tro ligu phap khang sinh, lam ting ndng db mot sé khang sinh
(nhur penicilin, mot s6 khéng sinh nhém cephalosporin) trong mau, ting thoi gian bén thai
va kéo dai thoi gian tac dung, do probenecid cé tac dung trc ché canh tranh tiét céc acid hitu
co yéu & éng luon gan va éng luon xa.

- PAC TINH DUQC DPONG HQC

Hiip thu:

Sau khi udng, probenecid duoc hap thu nhanh va hoan toan. Ty 1¢ gan két v6i protein huyét
twong 12 83-94% tly theo lidu lugng.

Khéng c6 nghién ctu vé sinh kha dung trén ngudi dbi véi ché phim BENECID Forte.
Thong tin v& duge dong hoc duoc léy tir tai lidu.

Phin bé:

Probenecid c6 thé di qua hang rdo méu nio.

Chuyén héa:

Probenecid dugc chuyén héa rong rai.

Thdi true:

Thoi gian ban thai cua probenecid da duoc chitng minh 1 phu thudc vao liéu ding. Trong
khodng liéu diéu trj (0,5 — lg/ngay), thoi gian ban thai cta probenecid trong khoang 2-6 gid.
Vi liéu hang ngay tir 2g tré 1én, thai gian béan thai kéo dai dén 4-12 gio.

Probenecid thai trir 77-88% qua than, trong d6 ty 1& hoat chit duoc bai tiét duci dang
nguyén ven tir 5-17%, con lai duoc thai trir duéi dang cdc sdn pham chuyén héa dang oxy
hoa, dealkyl héa va dang este glucuronid. Chua ¢6 nhidu théng tin vé mic dd thai trr qua

gan & nguoi.

NN T T S
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QUY CACH PONG GOI: Hop 3 vi x 10 vién nén hogc 10 vi x 10 vién nen, vién duge
déng trong vi nhdm — PVC, céc vi duge dong trong thi nhom, kém theo t& huong dan st
dung thubc.

PIEU KIEN BAO QUAN: Béo quin noi khd réo, nhiét 4o dudi 30°C.

HAN SU DUNG: 36 théng tinh tir ngdy sin xuat.

TIRU CHUAN CHAT LUQNG: BP.

CO S& SAN XUAT: CONG TY CO PHAN NGHIEN CUU VA SAN XUAT DUQC
PHAM MERACINE,

Dia chi: Duong YP6, Khu cong nghiép Yén Phong, x4 Dong Phong, huyén Yén Phong, tinh
Béc Ninh, Viét Nam.




