https://trungtamthuoc.com/

ONG T v TNHH \

.’.l,. * \4

\

"E,' RV HEAL HE«PE

_.--c,,.

,—@_‘;,-*—-—

:li _P;;_qsmp‘aﬁn Medicine

‘-.-

Efferex

Deferiprone capsules 500 mg

Vién nang Deferiprone 500 mg

Composition: Keep out of Reach of Children.
Each hard capsule contains: Carefully read the accompanying
Deferiprone 500 mg (as deferiprone granules). instructions before use.

mllﬂe As directed by !ht-. ph)mcmu SPK

Contra-indi g, side effects: Refer o Mmsx;
enclose package insert. NSX . ddimmiy
Store in a ool dry place, below 30°C, Protect from light, HD  : ddinmdy
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ph Corsirséim skt célm bén thénh phim:
u.ﬂm-mmgdm Deferipron ... 500 mg RV LIFESCIENCES LIMITED
(D dang edm bin tah phim deferipron), ?mmu19r;vrpfhww igabad 431133, Maharashira Stats, An DY,
ditmg - diing, e or.sm xuddt
zmm,“::t“ _V',h _:H;:::h o CONG TY CPDUQC PHAM TRUNG UONG 2(DOPHARMA)
B2 Vi g " 527, khuedog nghiép Quang Minh, th trn Quang Minh, huyén M2 Linh, thanh phé

din sif dung thude kim theo. I{iﬁa,\'iﬂ‘@am.

Tien chulin: TOCS Cang ty dang ky v Chic sdr b sin phdm: ~ BRY

Fflo qufin nol khh midt nhift &5 dut 30 °C, wioh foh sing.  CONG TY TNHH BRY HEALTHCARE

Dé xa tiim tay tré em Khu A b 1% dwimg sb 09, &p 2A, xi Tin Thanh Thy, huyén Ci Chi, thimh pht

Boc ki hirémg diin sir dyng trinée khi dimg HO Chi Minh, Vidt Nam.
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Efferex

Vién nang deferipron 500 mg

Thinh phin: MBi vién nang cimg chim

Defenpron. . 500 mg (Dudi dgng cdm bén thiinh phim deferipron).

Cor sir s xucht com biins D phém:

RV LIFESCIENCES LIMITED

Cor s scarxuadde thémh phcim:

CONG TY CP DUGC PHAM TRUNG UONG 2 (DOPHARMA)

Ry - Thuéc ké don
Efferex

Vién nang deferipron 500 mg
‘Thimh phin: M&i vién nang cing chir

Deferipron.. 500 mg (Dudi dang em bén thanh phdm deferipron).

Cor sér séin xucit com bém thanh phm:

RV LIFESCIEMCES LIMITED

Carser s vt thearh phedm:

CONG TY CP DUCC PHAM TRUNG UONG 2 (DOPHARMA)

Ry - Thude ké don

Efferex
Vién nang deferipron 500 mg

Thinh phiin: M#i vién nang cimg chira

Defenipron. . 500 mg (Dudi dgng ofm hédn thiinh phfm deferipron).

Céng ty diing ky vét Chil scr hitu san phadm:
CONG TY TNHH BRV HEALTHCARE

13( - Thudc ké don
Efferex

Vién nang deferipron 500 mg

Thinh phiin: M&i vién nang cimg chim

Deferipron... 500 mg (Dudi dgng <0 ban thinh phim deferipron).

(i ty ditng ki v O e i sin pham:
CONG TY TNHH BRV HEALTHCARE

HD: ddfmm/yy

sb 18 8X:
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HUGONG DAN SU DUNG THUOC

Y ’_Ii.ﬁbt Ihuas nay chi ding theo don thuéc
_\_‘ NG TY TNHH EFFEREX 500

Vién nang cung Deferipron 500 mg

Dé ki thm tay tré em
Doc kjj hiedng din sir dung trude khi ding

THANH PHAN CONG THUC THUOC

MB&i vién nang cimg chira:

Thénh phén hoat chdt: Deferipron ................eveevevmnsniireneesenns 500 mg.
(Dudi dang cém béan thanh pham deferipron)

Thanh phan td duge: Tinh bot ngd ™, tale tinh khiét®™), colloidal silicon dioxid®), magnesi
stearat'”), natri croscarmellose'”), nang cting s0 0 (ndu sim-vang).

*) Thanh phin ta duoc ¢é trong cdm bén thanh pham deferipron.
DANG BAO CHE
Vién nang cung.
Efferex 500 la vién nang cimg sb 0 mau niu sAm-vang, bén trong chira bdt thuée mau tring
hodc tring nga.
CHI PINH

Deferipron duge chix dinh qué lidu sit chu yéu & bénh nhén thalassaemia (bénh thiéu méu dia
trung hai) khi ma diéu tri véi deferoxamin bi chéng chi dinh hodc khong du.

CACH DUNG, LIEU DUNG
Thudc nay chi diing theo sw ké don ciia thiy thubc.
Diing duong udng.

Pidu tri deferipron nén dugc khéi ddu va duy tri béi bac s cd kinh nghiém diéu tri bénh nhén
thalassaemia.

Deferipron thuong duge dung dudng ubng & liéu 25 mg/kg thé trong co thé, 3 ldn/ngay cho
tong liéu hing ngay 75 mg/kg thé trong co thé.

* Luru y: Th:’iy thude cin lwa chon vién ¢6 ham lwong phu hop voi lidu dung cho bénh
nhin, vi vién EFFEREX 500 khong phén liéu duge.
Lidu trén 100 mg/kg/ngay khéng dugc khu}en nghi boi vi kha nang ting nguy co tac dung

phu; dung lidu 1au dai hon 2.5 lan liéu khuyen nghi lon nhit ¢6 lién quan dén rdi loan than
kinh.

Vi tinh chét ‘nghiém trong ctia chimg mét bach cdu hat, né cé thé xay ra véi viée sit dung
deferipron, tit ca bénh nhén can duoe theo dai ddc biét. Phai than trong khi sé hrong bach cau
trung tinh tuyét dbi cua bénh nhan thap, ciing nhu khi diéu trj cho bénh nhén suy than hoic
suy gan.
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Néng db ferritin trong huyét thanh duge khuyén nghi kiém tra mdi 2 dén 3 thang dé danh gia
hiéu qua trong viéc kiém soét lugng sit trong co thé. Cin dleu chinh lidu dya vao dap img cia
bénh nhén va muc dich diéu tri (duy tri, giam ganh ning sit cho co thé). Ngimg diéu tri tam
thoi deferipron néu lwong ferritin trong huyét thanh xudng duéi 500 meg/1.

Sir dung cho tré em

Dir liéu 14m séng cia viéc sir dung deferipron & tré em tir 6 dén 10 tudi han ché, va khong c6
dir liéu viée sir dung ¢ tré em dudi 6 tudi.

Sir dung cho ngwdi cao tudi

Tinh an toan va higu qua khi diing cho ngudi cao tudi van chwa duge thiét lap. Can than trong
khi chon liéu cho bénh nhin cao tudi, thdng thuong nén bit diu voi mirc gidi han dudi trong
khoang liéu quy dinh, do ngudi cao tudi thudng c6 tin sudt 1én hon bi suy chirc ning gan,
than, tim, maic céc bénh khdc va sir dung cdc thude khdc kém theo.

CHONG CHI PINH

Quéd mén véi hoat chét hodic bét ky t4 dwoc nao.
Tién sir tai din giam bach cdu trung tinh.

Tién st mit bach cdu hat.

Phuy nir ¢é thai hodc cho con ba.

Do co ché cta deferipron gy giam bach céu trung tinh chua duge rd, bénh nhén khong duge
dung nhiing thube duoc biét ¢6 lién quan dén giam bach cau trung tinh hodc nhitng thudc cé
thé gay mat bach céu hat.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Giam bach cdu trung tinh/Mdt bach cdu hat

Deferipron cho thiy giy giam bach ciu trung tinh, bao gdm mit bach chu hat. Lwong
bach ciiu trung tinh cia bénh nhén phai duyc theo ddi mdi tuin.

Trong cdc thir nghiém 1dm sang, kiém tra Iuv;mg bach céu trung tinh hang tuan da cho thdy céc
trudng hqp giam bach cau trung tinh va mét bach cdu hat. Giam bach cdu trung tinh va mét
bach céu hat dugc phuc hdi mdt khi ngimg diéu tri. Néu bénh nhan phat trién nhiém tring
trong khi dung deferipron, nén ngimg diéu trj va lvong bach céu trung tinh nén du'qc kiém tra
thuomg xuyén hon. Nén khuyén bénh nhén béo cdo voi béc si cua ho ngay 1ap tirc bat ky diu
hiéu ndo cho thiy nhiém tring nhir 12 sbt, viém hong va triéu chimg gidng cim.

Quan ly duoc dé nghi trong truomg hop giam bach cdu trung tinh duge tom tit bén dudi. Bang
tuomg trinh quan ly duge khuyén cdo trude khi diéu tri deferipron cho bt cir bénh nhén nao.

Khéng nén biit ddu didu tri voi deferipron & bénh nhan giam bach ciu trung tinh. Nguy co mat
bach cdu hat va giam bach ciu trung tinh cao hon néu téng lwong bach cau trung tinh tuyét
d6i it hon 1,5x10%/1.

Trieeng hop giam bach cau trung tinh (s6 leong bach cdu trung tinh tuyét doi < 1,5 x 10°/L
va > 0,5 x 10°/L):

Huéng din cho bénh nhan ngung ngay lap tire defenpron va tit ca thudc khadc c6 kha ning
gy glém bach cdu trung tinh. Bénh nhan nén glm han tiép xtc véi ngum khéc dé gxam nguy
co nhiém trung. Ngay 1p tirc dém té so lueng té bao mau toan phan ) lchmg bach cau duoc
stra chita b{mg sr hién dién cta cdc té bao hdng cdu cé nhin, sb luong bach cdu trung tinh va
lugng tiéu cau dya vao chin doan tac dyng phy va sau do lap lai h.ang ngay. Khuyén cdo rang
sau khi tinh trang giam bach cﬁu trung tinh duoc hdi phuc, hang man t1ép tue thue hién dém te
bao mdu toan bg, lugng bach cau, lugng bach cau {rung tinh va tiéu cdu trong 3 tuén lién tiép
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dé dam bao bénh nhén hdi phuc hoan toan. Bét cir béng chimg nao cho théy su phat trién
nhidm tring xay ra dong th&i véi tinh trang giam bach ciu trung tinh thi percrng phép cdy vi
khuén thich hop va phuong phép chin doan nén duogc thuc hién cing voi mét ché dd tr lidu
thich hgp.

Truong ha_:rp’gidm bach cdu trung tinh ndng hodc mdt bach cdu hat (sr‘f heong bach cdu trung
tinh tuyét doi < 0,5 x 10°/L):

Thyc hién céc huéng dﬁq trén va thue hién li¢u phdp thich hop nhur 1a tée nhén kich thich
khuén lac bach cAu hat, bit diu ngay khi cdc truomg hop trén dugc xac dinh; dung hang ngay
deén khi duge khoi phuc. Cach ly bao v¢ va néu ¢d chi dinh lam sang, chuyén bénh nhan vao
bénh vién.

Théng tin giéi han vé vige cho dung thude trd lai. Vi thé, trong truong hop giam bach cau
trung tinh, khong khuyén nghi dung lai thude. Trong truong hop mét bach cau hat, chong chi
dinh dung lai thude.

Kha niing géy ung thu/tinh gdy dot bién/ dnh hucng 1én kha ndng sinh san

Bai vi kha néng gay ung thu, doc tinh lén gen cua deferipron khong thé duoc loai trir. Khong
¢6 nghién ctru trén dong vit d¢ danh gid kha ning anh hudng cua deferipron 1én kha néng sinh
san duoc bao céo.

Nong @6 Zn** huyét twong

Theo ddi ndng dp Zn** trong huyét tuong va khuyén cdo bd sung trong trirong hop thiéu.

HIV duong tinh hodc bénh nhdn bi ion thirong mién dich khdc

R:.hﬁng co dir liéu thich hop vé viée sir dung deferipron & bénh nhédn bi HIV duong tinh hodc
ton thuong hé mlen dich khac. Can cir vao viéc deferipron cé lién quan dén giam bach céu
trung tinh va mét bach ciu hat, khong nén diéu trj cho bénh nhén bj tén thwong hé mién dich
trir khi loi ich virot hin nguy co tiém 4n.

Suy than hodc suy gan va xo héa gan

Khéng ¢6 dir liéu thich hop vé viée sir dyung deferipron ¢ bénh nhan suy gan hay suy than. Boi
vi deferipron duoc dao thai chu yéu qua dudmg thén, c6 kha ‘nang tang nguy co bién chimg &
bénh nhén suy than. Tuong tu, béi vi deferipron dugc chuyén héa qua gan, nén than trong &
bénh nhin suy glam chire néng gan. Chirc néng gan va thén nén dugc theo ddi ¢ bénh nhin
nay trong khi diéu tri vm deferipron. Néu co tang alanin aminotransferase (ALT) trong huyét
thanh kéo dai, ngimng diéu trj deferipron nén dugc xem xét.

O bénh nhin thiéu méu ving bién cé sy lién quan gita xo hoa gan va thira sit vashoidc viém
gan C. Ch}ﬁm s::'Jc dic biét nén d‘ug'c thuc hién dé dam bao chelat héa sat & bénh nhin viém
gan C 14 tot nhat. Nén theo doi can thdn m6 hoc gan & nhitng bénh nhéin nay

Bién mau meée tiéu

Bénh nhén nén dugc thong bédo ring nudc tiéu cta ho c6 thé bién mau thanh hoi dé/nau do sy
bai tiet phirc sdt-deferipron.

Qud liéu man tinh va roi logn than kinh

R&i loan thin kinh da quan sat duoc & tré em didu trj véi lidu gdp 2,5 dén 3 14n lidu khuyén
nghi trong vong vai nam. Nguoi ké toa nén duoc nhic nhé ring lieu trén 100 mg/kg/ngay
khong duogc khuyén nghi.

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

Phu nit co thai

,_y.
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Khéng cd dir liéu d’fiy du vé viée st dung deferipron ¢ phy nir ¢6 thai. Nghién ciru trén dong
vét cho thay ddc tinh trén kha néng sinh san. Nguy co ti€ém an cho ngudi chua dugce biét,

Phu ni¥ ¢6 kha nang sinh san phai tranh mang thai do kha ning giy quai thai va thay ddi gen
cua thube nay. Nhirmg phy nir nay nén duge khuyén dung bién phép tranh thai va phai ngimg
ding thudc ngay lap tire néu c6 thai hoiic dur dinh cé thai.

Phu ni¢ cho con bu

Khong biét ring deferipron cé duge bai tiét vao stra nguoi hay khong. Khong c6 nghién ciru
kha nang sinh san trudc va sau khi sanh duoc tién hanh ¢ dong vat. Deferipron khong dugc
ding cho phu nit cho con bi. Néu diéu tri 1a bat budc, phai ngimg cho con bu.

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

Thude 6 anh huéng 1én thin kinh trung wong nhu nhirc diu, ding qua liéu c6 thé gay song
thi, chitng rung gidt nhéin cau bén, suy giam tdm than vén ddng, rung tay va giam truong luc
truc, do vdy thén trong khi l4i xe va van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC
Twong tic cia th uée

Tu‘cmg tac glua deferipron va cac thube khac chua duge bao cdo. Tuy nhién, do deferlpron
gin két véi cac cation kim loai, c6 kha ning ton tai tuo’ng tac giita deferipron va cac thude
phu thude cation héa trj ba nhu thude khang acid ¢6 goc aluminium. Vi vdy, khong khuyén
nghi dung dong théi deferipron va thube khang acid ¢6 gde aluminium.

Tinh an toan cho viéc dung ddng thoi deferipron va vitamin C chua duge nghién ctru chinh
thire. Dya trén tuong }éc ¢0 hai dugc bdo cdo co thé xay ra gilta deferoxamine va vitamin C,
théan trong khi dung dong thoi deferipron va vitamin C.

Do khéng 6 co ché cta deferipron gfly ra giam bach cdu trung tinh, bénh nhin khéng nén
dung chung véi céc thude giy gidm bach cau trung tinh hoiic giy mat bach cu hat.

Twong ky ciia thube

Do khéng cé céc nghién ciru vé tinh tuong ky cua thude, khong tron 13n thude ndy véi cac
thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Phan tng phu ngl:uem trong hdu hét duge béo cdo trong cde thir nghigm 1dm sang voi
defenpron la mit bach cau hat (bach céu trung tinh < 0, Sx10%1), vaéi ti 18 1,1% (0,6 trlrcmg
hop moi 100 b¢nh nban trong vai ndm diéu tri). Ti I¢ quan sat dugc cua tic dung phu gidm
bach cdu trung tinh it nghiém trong hon (bach cau trung tinh <1 52{109!1) 14 4,9% (2,5 trudmg
hop trén 100 bénh nhén trong vai nm dléu tri). Ti 1& nay cédn duoc xem xét trong bdi canh cuia
nhimg ti 1¢ cao tiém 4n cta giam bach cau trung tinh & nhitng bénh nhén thalassaemia, dic
biét & nhitng bénh nhéan nay bi ting hoat lach.

Tiéu chay hau hét la nhe va thodng qua. dé duoc bdo cdo & bénh nhén didu tri vai defer1pr0n
Tac dung Ién h¢ ti€u hoa thudng xuyén hon vao lic bat dau diéu trj va duoc phuc héi khéi &
héu hét bénh nhén trong vong vai tuan ma khoéng cén ngung diéu tri. O mét vai bénh nhan,
giam lidu deferipron ¢6 thé ¢6 loi va sau do tang lidu tré vé binh thuomg. Bénh khép tir dau
nhe & mdt hodc nhiéu khop t6i viém khop néng voi sy tran dich va sy bat lyc déng ké, cling
da duge bao cdo & bénh nhin dwoc didu tri v6i deferipron. Bénh khép nhe théng thuéng chi
thodng qua.

Nong do cua enzym gan trong huyet thanh ting dd duoc bdo cdo & bénh nhin ding
deferipron. Péi véi phsm lém bénh nhén nay, viée tang enzym gan nay khong 6 triéu chimg
va thoang qua va tré vé giéi han binh thuong ma khéng can ngung hodc giam liéu deferipron.
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Mot s6 bénh nhéan trai qua tién trién cia xo hoa két hop vai 1 gia ting trong tinh trang qua tai
sat hodc viém gan C.

Nong d¢ kém trong huyét twong thap c6 lién quan dén deferipron & mt so it bénh nhén. Nong
d¢ nay s€ binh thudmg trd lai voi bo sung kém duong uong.

R&i loan thén kinh (triéu chimg thudc tidu ndo, song thi, chimg rung giat nhin ciu bén, suy
giam tdm than van dong, rung tay va giam truong luc truc) da duge quan sét & tré em 1 nguoi
tinh nguyén dung hon 2,5 lan liéu khuyén nghi 16n nhat 100 mg/kg/ngay trong vai niam. R6i
loan than kinh s& giam dén sau khi ngimg deferipron.

Tan sb cac tac dung phy: Rét thudmg xuyén (= 1/10), thudng xuyén (= 1/100 dén <1/10),
khéng thuémg xuyén (> 1/1,000 dén <1/100).

H¢ co quan Rit thuong xuyén | Thwong xuyén Khéng thwing
(= 1/10) (21/100 dén <1/10)  |Xuyén (= 1/1,000
den <1/100)
Céc thong sb xét Tang enzym gan
nghiém bat thudng
Réi loan mau va hé Giam bach céu trung tinh
bach huyét Mit bach céu hat
Ri loan h thén Nhirc dau
kinh
Réi loan hé tiéu hoa |Budn nén Tiéu chay
Bau bung
Nén

R4i loan than va tiét | Sic nidu
niéu

R6i loan co xuong Dau khép
va mo lién két

Réi loan dinh dudng Tang thém n
va chuyén héa

R6i logn chung va Mét méi
noi ding thude

Théng bdo ngay cho bdc st hodc dicge si nhitng phan ting cé hai gip phai khi dimg thuée.
QUA LIEU VA XU TRi

Chua ¢6 béo céo qué liéu cdp tinh ddi voi deferipron.

CAC PAC TINH DUQC LUC HOC

Hoat chét chinh 14 deferipron (3-hydroxy-1,2-dimethylpyridin-4-one), mt phtc chat héa tri
hai gén két vao sat theo mét ti 1€ 3:1.

Nghién ciru l4m sang da chimg minh ring deferipron higu qué trong vic dao thai sat, mét liéu
25 mg/kg 3 lan /ngay cd thé ngén nglra tién trinh tich lity sat danh gid dugce bang ferritin huyét
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thanh d6i v&i cdc bénh nhén thalassaemia phu thudc truyén mau. Tuy nhién, liéu phép chelat
héa cé thé khong cin thiét bio vé chéng lai viéc hiy hoai co quan géy ra do sit.

CAC PAC TINH DUQC PONG HQC

Hp thu

Deferipron dugc hip thu nhanh chéng tir phin trén cia dudmg da day rudt. Nong d6 dinh

trong huyét thanh duge bdo cdo tir 45 dén 60 phut sau don liéu & bénh nhin nhin d6i. Nong do
dinh trong huyét thanh co thé dat dugc sau 2 gid & bénh nhéan &n no.

Sau khi ubng lidu 25 mg/kg, qéng dj dinh trong huyét thanh duge phét hién & bénh nhéin &
diéu kién an no (85 umol1) lh,ép hon & a‘is‘:u kién nhin doi (126 pmol/1), mac du khong ¢o sy
giam luong deferipron dugc hép thu khi udéng cling véi thue an.

Chuyén héa :
Deferipron dugc chu)fén hoa chu yéu qua lién hop véi acid glucuronic. San phém chuyén hoa .
nay thiéu kha ning két hop véi sat do khir hoat tinh nhom 3-hydroxy ciia deferipron. Nong d6 '+

dinh cia dang lién hop véi acid glucuronic trong huyét thanh dat duge 2-3 gi¢ sau khi ding =/

deferipron.

Thai trie

O ngudi, deferipron duge dao thai cha yéu qua than; 75% dén 90% liéu udng vao dugc béo
cdo phat hi¢n duoc trong nudc ticu trong 24 gid déu, dudi dang deferipron ty do, dang lién
hop véi acid glucuronic va phire hop sit-deferipron. Mt luong dao thai qua phan thay dbi
duoce béo céo. Thdi gian bén thai & hau hét bénh nhan 13 2 dén 3 gid.

QUY CACH DONG GOI: Hop 3 vi x 10 vién nang cimg.

HAN DUNG: 36 thang ké tir ngay san xudt.

PIEU KIEN BAO QUAN: Bio quan noi kho mat, & nhiét do dudi 30°C. Tranh 4nh séng.
TIEU CHUAN CHAT LUOQNG: TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

Co sé san xudt com bin thanh phém.'

RV LIFESCIENCES LIMITED.

Dia chi: Plot No. H-19, MIDC Area, Waluj, Aurangabad 431133, Maharashtra State, An DPj.
Co s san xudt thanh pham:

CONG TY €O PHAN DUQC PHAM TRUNG UCGNG 2 (DOPHARMA)

Biz} chi : L6 27 Khu cong nghiép Quang Minh, thi trin Quang Minh, huyén Mé Linh, Thanh
phé Ha Nbi, Viét Nam.

Céng ty ding ky va chi sé hivu san phim:

CONG TY TNHH BRV HEALTHCARE

Dia chi: Khu A, sé 18 dudng sb 09, 4p 2A, xa Tan Thanh Tay, huyén Cu Chi, thanh phé H
Chi Minh, Viét Nam.



