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Composition: Each effervescent tablet contains:
Iron (as iron (Ill) hydroxide polymaltose)100mg
210011 ——— q.s. 1tablet

Indications, contraindications, dosage,
administration and other information:

See the enclosed leaflet.

Spedification: In-house.

Storage: Keep in a dry place at temperature
below 30°C, protect from light.

Keep out of reach of children.
Read the enclosed leaflet carefully before use.

Manufactured by:
Ha Nam Medicines JSC.
Hoang Dong industrial zone, Duy Tien, Ha Nam

SPK/Reg. No.:
L6 X/ Lot No.:
NSX/ Mfg. date:
HD/ Exp. date:
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Nexalin

Sét (dudi dang Sat (111) hydroxyd polymaltose) 100 mg

I. A

Thanh phén: Méi vién stii chifa:
St (dudi dang sdt () hydraxyd polymaltose) 100mg
| E [T ———— vd 1vién

Chi dinh, chdng chi dinh, liéu diing, cich diing
va cac thong tin khac:

Xem t& hudng dan si dung thudc.

Tiéu chudn: TCCS.

Béo quan:

Noi kho réo, tranh nh sang, nhiét d dudi 30°C.
Déxatdm tay cia tré em.

Doc kj huding dan st dung trudc khi diing.

Nha sén xuat:
Cong ty CP Dugc VTYT Ha Nam
Cum CN Hoang Ddng, Duy Tién, Ha Nam

MAU NHAN THUOC DANG KY
NHAN HOP 1 TUYP 20 VIEN

WHO-GMP

Nexalin

Iron (as iron (I11) hydroxide polymaltose) 100 mg

RO DROXID
PO ALTO
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1% (pugc VAT Uy TE

Composition:

Each effervescent tablet contains:

Iron (as iron (111) hydroxide polymaltose)100mg
Excipients q.s.1tablet

Indications, contraindications, dosage,
administration and other information:
See the enclosed leaflet.

Specification: In-house.

Storage: Keep in a dry place at temperature
below 30°C, protect from light.

Keep out of reach of children.
Read the enclosed leaflet carefully before use.

Manufactured by:
Ha Nam Medicines JSC.
Hoang Dong industrial zone, Duy Tien, Ha Nam

L6 SX/ Lot No.:
NSX / Mfg. date:
HD / Exp. date:

Nexalin

St (dudi dang Sat (Ill) hydroxyd polymaltose) 100 mg

SAT (IIl) HYDROXYD

POLYMALTOSE

fd
Ey

Tuyp 20 vién stii

Thanh phan:

Mai vién sti chifa:

Sat (dudi dang sat (Ill) hydroxyd polymaltose) 100mg
.vd 1vién

Chi dinh, chdng chi dinh, liéu ding, cach dung
va cacthong tin khac:

Xem t& hudng dan st dung thudc.

Tiéu chuan: TCCS.

Bao quan:

Noi kha réo, tranh anh sang, nhiét do duai 30°C.

Dé xa tam tay cia tré em.
Boc ky hudng dan st dung trac khi ding.

Nha san xuat:
(ong ty CP Dugc VTYT Ha Nam
Cum CN Hoang Bong, Duy Tién, Ha Nam
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MAU NHAN THUOC BDANG KY
NHAN Vi 4 VIEN

Nexalin

Sét (duti dang Sét (i) hydroxyd polymaltose) 100mg

Nexalin

it (duti dang it () hydroxyd polymaltose) 100 mg

CONGTY CPDUOCVATTU Y TE HA NAM CONGTY CPDUGCVAT TU Y TE HA NAM

Nexalin

Sit (i dang S3t () hydraxyd polymaltose) 100 mg

Nexalin

it (d6idang it 1) hydroxyd polymahose) 100 mg

CONGTY CPDUOCVAT TU Y TEHA NAM

CONGTY CPDUOCVAT TU Y TE HA HAM
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(Sét (chedi dang séit (L) hydroxyd polymaltose) 100 mg)

~ X
Tén thuoc

NEXALIN

- A o yo._ N A - . \ A
Cac dau hiéu lru y va khuyén cdo khi dung thuoc
Deé xa tam tay tré em

Doc ki hieéng déan sir dung trieée khi ding

Thanh phin cong thire thude

Mai vién sui chira:

Sét (dudi dang sit (I1I) hydroxyd polymaltose) ................... 100 mg

T4 duge: Anhydrous citric acid, sodium carbonate anhydrous, sodium bicarbonate,

sorbitol, saccharin sodium, polyethylene glycol 6000, huong dau.

Dang bao ché
Vién sui

Vién sui canh va thanh vién lanh lin.

Chi dinh

Diéu tri:

- Thiéu mau thiéu sét do bat ky nguyén nhin nao.

- Thiéu sit.

Dy phong:

- Trong cac truong hop thiéu mau mén tinh hoiic ¢6 nguy co thiéu sit (phu nit mang thai
(két hop cung véi acid folic), chdy mau man tinh, nguoi sau cit da day, dinh dudng
clia tré so sinh thiéu sit hodc trong cac trudng hop dic biét nhu sinh ddi, sinh non,

sinh nhe cén, ...).

A + . £
Liéu dung, cach sir dung
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Liéu ding:

Nguwoi I6n: 1-3 vién/ngay.

Tré em trén 6 tuoi: 1 vién/ngay.

Céc vién sui duge hoa tan trong 1 cbc nude va udng, tot nhit 1a ubng trudc bira an.

Thoi gian diéu tri:

Péi véi ngudi 16n va thanh thiéu nién trén 12 tudi, st dung lidu 100 mg st nguyén to/ngay,

thoi gian diéu tri dugce xac dinh theo bang sau:

Thoi gian diéu tri (tuﬁn)
Trqngqlu’t_)'ng = Hb Hb Hb Hb Hb
co the (kg) 6.0g%* | 7,50%" | 9.08% 10,5¢% 12g% 13,5g%
35 7 E 7 6 5 4
10 g 7 3 7 6 5
45 9 7 8 7 6 5
50 9 8 0 7 6 S
55 10 9 9 8 6 5
60 1 9 10 . £ .
65 12 10 10 9 7 :
70 12 1 3 ¢ 7 :
75 3 11 11 9 7 6
80 14 12 12 10 8 °
85 15 13 12 o . 6
90 15 13 13 1 8 ¢

*: Phwong phap didu tri duoc lya chon & nhitng bénh nhan ¢6 gia tri huyét séic t6 thip hon
9 g% 13 tiém tinh mach. Néu khong thé tiém tinh mach, dong ché phim sat dudi dang
ubng vai lidu 200 mg sit nguyén té/ngay trong 2 tuan dau, sau dé giam lidu xudng con
100 mg/ngay. Lidu lugng do bac s§ quyét dinh.

Vién sui dwgce udng vao bat ky thoi gian nao trong ngay, ké ca trong biva an.
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Chong chi dinh

- Qué man véi sit hodc bat ky thanh phan nio cta thudc.

- Thiéu méu khéng thiéu sét, trir khi ¢6 bang chimg thiéu sit.

- Bénh thiéu mau tan mau mén tinh (thalassemia, hdi chimg hf"mg cau hinh liém), thiéu
méu ferroblastic (nhw nhitng ngudi cin dung pyridoxin), thiéu méau ctiia bénh mén tinh
hoic rdi loan chuyén héa porphyrin.

- Xo gan do ling dong, thudng do ling dong mdt lwgng st dang ké trong gan.

- R&i loan tiéu héa (loét da day (4 trang, Xuét huyél tiéu hoa, viém rudt (viém loét dai

trang, bénh Crohn), hoi chirng kém hép thu ...).

Canh bio va than trong khi dung thudc

- Khoéng str dung trong truong hop thiéu mau khong ré nguyén nhan.

- Ngung st dung thudc khi bénh nhén ¢6 céc tri¢u chimg nghiém trong cia sy khong
dung nap thude.

- Bénh nhin c6 cin bang sit binh thuong khong nén st dyng sat lau dai.

- Sir dung cac ché pham sit duong uong thudng gy ra hign twgng phén den hogic phan 078
t6i mau.

NGT

Cinh bdo ti dwoec: VAT

Ché pham c¢6 chira sorbitol: Bénh nhén cé cac di truyén hicm gdp v€ van dé khong dung N ‘

nap fructose khong nén dung thudc nay. N o]

J Ché pham c6 chira khoang 222,69 mg sodium (natri)/vién. Than trong khi sir dung cho

bénh nhan ¢6 ché d6 dn can kiém sodt natri.

Sit dung thude cho phu nit ¢é thai va cho con bit
Thude duge khuyén cdo nhwr mdt liéu phap diéu trj du phong trong thai ky.

Thudc c6 thé dwge sir dung trong thoi ky cho con bi.

3 ? > ‘ ~ hd 4 r e ~ h Y r I
Anh hwéng cia thuoe 1én kha ning ldi xe, vin hinh may mac \

Thuoe khéng anh hudng dén kha néng lai xe va vén hanh may moc.

Twong tac, twong ky cia thudc

Thudc khang acid, enzym tyy va cholestyramin lam giam hap thu sat.
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Allopurinol lam ting lang dong sdt & gan ¢ bénh nhéin xo gan.

Sét 1am giam hép thu tetracyclin. Nén ding 2 thudc cach nhau it nhét 2 gio.

Tac dung khong mong muon

Sit (111) hydroxyd polymaltose it giy ra cac tac dung khéng mong mudn. Céc tac dung
khong mong mudn cé thé xay ra nhu: Budn nén, ndn, tidu chay hodic dau bung. Sy xudt
hién cha cac triéu ching trén phy thude vao lidu va thuong giam khi giam lidu.

Hiém khi xay ra phan tng di (mg.

O tré so sinh, sau khi uong sét dang long, rang bi 6 vang c6 thé duge quan sét thay.

Bio cdo cdc tac dung khong mong muén

Viéc bao cdo cac tac dung khong mong mudn sau khi thude duge phé duyét 1a rit quan
trong. N6 cho phép tiép tuc theo ddi danh gié lgi ich / rdi ro cia thude. Cac chuyén gia
chiim soc stre khoe duge yéu ciu béo cho bit ky tac dung khong mong mudn nao téi:
Trung tdm DI & ADR Qudc gia

13 - 15 Lé Thanh Téng, Ha Noi

Website: www.canhgiacduoc.org.vn

Qua liéu va cach xir tri
Déc tinh cip tinh cta sét (I111) hydroxyd polymaltose rat thip nén ngd ddc sau khi vo tinh

dung qua liéu dugce coi la khong dang ke.

Pic tinh dwgce Ire hoe
Nhoém tac dung duge ly: Ché phém st (I11), duong udng.
Ma ATC: BO3ABO05

Phirc hop st (IIT) hydroxyd polymaltose dic trung bai kha nang tan t6t trong nude va
khong bi ion héa nhu céc mudi sit thong thudong. Do doé, né khong gay kich tmg niém
mac da day, khéng lam xin mau rang va dwoc dung nap t6t & tét ca cac bénh nhan. Sit
(IIT) hydroxyd polymaltose co thé dwge udng trude, trong hoic sau bita dn. Phirc hop sit
(III) hydroxyd polymaltose la m{t ngudn bd sung sét trong cic truong hgp thiéu mau thiéu

sat vi n6 duge hap thu nhanh, mirc dg hap thu cao va dat dugc sy ting huy¢t séc 0.




https://trungtamthuoc.com/

Dic tinh dwge dong hoce

Lugng sit trung binh duge cung cép tir ché do dn hang ngay la 18-20 mg/ ngay, trong dé
chi ¢6 khoang 5-10% (1-2 mg/ ngay) duge hip thu & ngudi binh thudng.

Luogng st duge hdp thu ting 1én (20-30%) trong céc truong hop thiéu sit hojc ting tao
mau,

Sét duge hép thy ¢ ta trang va phin trén cia héng trang théng qua co ché véan chuyén tich
cure va sy hép thu ctia né bi anh huong boi lidu ding,.

LiCu cao lam ting hap thu sat, méc du téc do hap thu giam.

Quy cach déng goi
Hop 5 vi, 10 vi x vi 4 vién, kém t& huéng din sir dung.

Hop 1 tuyp 20 vién, kém t& huéng dan st dung.

Diéu kién bio quin, han ding, tiéu chuin chit lwgng cita thude
Bdo quin:

Noi khd rdo, tranh anh sang, nhiét dé dudi 30°C.

Han diing:

36 thang ké tir ngay san xuét.

Tiéu chuin chit lwong:

TCCS

( Tén, dja chi co sé' san xuat
CONG TY CP DUQC VAT TU Y TE HA NAM
Cum CN Hoang Dong, xa Hoang Déng, huyén Duy Tién, tinh Ha Nam






