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1. THANH PHAN CONG THUC THUOC
Madi 1 ml dung dich chira:

Thanh phan hoat chaf!: M®i 1 ml chira Iron (I11) hydroxide polysaccharide complex 43,48
mg (Twong duong Sat 20 mg (2 %))

Thanh phdn té dwoc: Sorbitol solution (dung dich sorbitol 70%), Propylene glycol, Saccharin
sodium, Methylparaben, Propylparaben, Nudc tinh khiét.

2. DANG BAO CHE

Dung dich uéng.

MBS ta: Dung dich udng trong sudt, mau nau den, vi ngot, mii huvong rat nhe dic trung.

3. CHI PINH

Phong ngira va diéu tri céc tinh trang thiéu sit.

Thuéc ding cho tré sinh non, tré so sinh, tré em, nguoi lon.

4. CACH DUNG, LIEU DUNG

Cach dung:

Thude duge dung theo duong uéng. Lic ki trudc khi st dung.

Pé ting kha ning hép thu sit, thude s& dugc dung khi d6i, 30 phut trudc bira an hodc xa

bira dn.

Liéu dung:

Vi lugng sét cén thiét dé tnng hop huyét sac t6 14 50 - 100 mg mdi ngay, nén liu lugng ly

ru'cmg hang ngay la tir 100 den 150 mg sét nguyén to. Néu cin thiét, liéu lugng c6 thé ting
1én tdi da 300 mg sit nguyén t6 mdi ngay.

Khuyén cdo: nén sir dung dang nho giot déi véi so sinh, nhii nhi va tré (0-2 tuéi).

Hép 1 1o 60 ml kém 1 bom tiém nhya chia liéu va 1 céc nhyra chia liéu, Hop 1 1o 125 ml
kém 1 bom tiém nhwa chia liéu va 1 cée nhya chia liéu.

Tre em:

Tré em tir 0 — 2 tudi: 0,05 ml/ kg cin niing x 3 lan/ngay.

Tré em tir 2 — 6 tudi: 1,25 ml x 2 lan/ngay.

Tré em tir 6 — 12 tudi: 2,5 ml x 2 1an/ ngay.

Neguoi lon:
7,5 ml mdi ngay. Néu cin thiét, liu lugng c6 thé tang 1én t6i da 10 dén 15 ml méi ngay, chia
2 -3 lan.
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i elen 5 ml twong duong véi 40 mg dén 100 mg sit mdi ngay duge cong nhan la
ng viéc ngan ngira tinh trang thiéu sit & 80% dén 90% phu nit mang thai.

%) a ‘J\sa,t/ di v&i phu nir mang thai trong ba thang déu, thir hai va thir ba cia thai ky lin
\?_-"_’Hrgt‘{a 13,18 va 23 mg.
Phuy nit cho con bai: 10 - 15 mg sét (twong dwong 0,5 ml dén 0,75 ml)
Hop 04 vi x 5 ng 5 mL. Hop 06 vi x 5 6ng 5 ml.
éng 5 ml‘ la dang dEcm liéu, sir dung ngay sau khi mé. Dang dng chi phu hop khi liéu sir dung
la 5 ml/ lan. Khi liéu sir dung khac 5 ml/ lan, xin chon quy céch lo 60 ml hodc lo 125 ml.
Nguedi lon:
7,5 rnllmf)i ngdy. Néu can thiét, lidu lugng c6 thé ting 1én t6i da 10 dén 15 ml mdi ngay, chia
2 -3 lan.
Phu nir mang thai:
Liéu tir 2 ml dén 5 ml twong duong véi 40 mg dén 100 mg sit mdi ngay dugc cong nhén la
¢6 hiéu qua trong viéc ngan ngira tinh trang thiéu st & 80% dén 90% phu nit mang thai.
Nhu ciu sét déi v&i phu nit mang thai trong ba thang dau, thit hai va thir ba cua thai ky lin
gt 1a 13, 18 va 23 mg.

Phai t1ep tuc diéu tri thay thé cho dén khi huycl séc td binh thudng va lugng st dy trit duge
phuc héi, dugc xéc dinh bing cich theo ddi ndng ¢ sat va ferritin trong huyét thanh.

Bang dudng udng, ndng d6 hemoglobin thudng ting 1én sau 4 dén 6 tuan diéu trj va sau 10
tudn, hrong hemoglobin trong mau binh thudng. Theo nguyén tic chung, dot diéu trj ban dau
s& dugc chi dinh trong thoi gian khong it hon 4 hodc tham chi 6 tudn dé binh thuémg héa nong
d9 hemoglobin. Viée diéu tr; sé duoc tlep tuc trong it nhat 6 tuan dé bd sung lugng sat dy trir.
Viéc bd sung ham luong sit cho co thé ¢ thé cin diéu tri tir 3 dén 6 thang.

5. CHONG CHI PINH

« Bénh nhin qua mén véi Iron (III) hydroxide polysaccharide complex hodic bét cir thinh
phin ndo cua thudc.

e Céc dang thiéu méu khong phai do thiéu sét.

e Céc héi chimg méc phai do nong d sit trong mau cao: Hi chimg Hemochromatosis (du
thira chit sit do di truyén), hoi chimg Hemosiderosis (do truyén mau qua nhiéu).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Truée khi didu tri thiéu méau, cin biét chic chin nguyén nhan gy thiéu méau va lam chén doén

xac dinh thiéu méu do thiéu sét.

Nén tam ngimg st dung ZapatinPro trong vai ngay truée khi lam test cing véi benzidine dé

tranh truong hop két qua bj sai.
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//Ugﬁt{éﬁ’tg st dung cho dén khi cai thién tinh trang thiéu mau (Hemoglobin (Hb) va thé tich tiéu

3 hinh (MCV) binh thuong) va b sung dur trir sét (d0 bio hoa sit va siderophylline
ithlemh tré lai binh thudng), ¢ thé tiép tuc bd sung sit trong vai thang.

" \ DUICEH M

SOHATIME 3;‘ ngira hoic loai bo cac rbi loan ddi mau ring khi vé sinh ding cach.
Té

"ngy ¢6 chira 50 mg propylene glycol trong mdi ml dung dich.

Thudc nay c6 chira 35 mg sorbitol trong mdi ml dung dich. Sorbitol 1a ngudn dinh dudng gidu
fructose. Néu bénh nhén (hodc bénh nhi) duoc chin dodn cé réi loan dung nap véi mét s6 loai
duong nhét dinh, hodic néu bénh nhan bi rdi loan khéng dung nap fructose do di truyén, rdi
loan di truyén hiém gap ma bénh nhan khéng thé tiéu hoa fructose, héi y kién cuia bac si trude
khi dung thudc nay.

Thudc ndy ¢6 chira duéi 1 mmol (23 mg) natri trong mdi ml, vé co ban dugc xem nhur ‘khong
chira natri*.

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

Nhu cdu sit hang ngay ctia phu nit mang thai hodc dang cho con bu rat kho dwoc dap tng chi
thong qua ché do in ubng nén cé thé sir dung ZapatinPro dé bd sung sit.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc khéng anh hudng dén kha niing 14i xe va van hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tic thude

Cic thude khang acid lam giam hép thu sit.

Sit c6 thé 1am réi loan sy héip thu, cling nhu lam anh huong dén sinh kha dung cua tetracyclin,
cholestyramin, ciprofloxacin, levofloxacin, norfloxacin, ofloxacin, temafloxacin,
penicillamine.

Mudi sit 1am gidm kha nang tai hap thu methyldopa.

Néu cin phai két hop mot trong céc logi thube néu trén, udng ZapatinPro truée hojic sau 2
dén 3 gid sau khi dung nhimg thude trén.

Céc nghién ctru vé tuong téc chi duge thyc hién & nguoi 1on.

9.2. Twong ky, ciia thudc

Do khong cé cac nghién cima vé tinh tuong ky ciia thudc, khong tron 1an thube nay voi cic
thuoe khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tom tit cc phan (mg c6 hai

Téan suét cia cic phan tmg c6 hai duge phan loai nhu sau: rat thudmg gap (= 1/10), thuong
gip (> 1/100 dén < 1/10), it gép (> 1/1.000 dén < 1/100), hiém gap (= 1/10.000 dén < 1/1.000),
khong biét (khéng thé wde tinh tir dir ligu sin cd).
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\buén nén (1,75%), ndn (3,4%), tiéu chay (1,46%), dau bung (1,46%).
.\ | D Udﬁrmlg tir
\

¥ tit ca cdc dang mubi sit, ZapatinPro ¢6 thé gdy d6i mau phan thanh méau den.
\\:\ @fﬁé,&am{ac dung khéng mong mudn
Q Vige bdo cio cac tac dung khong mong mudn sau khi thuéc dugc phé duyét la rat quan trong.
Diéu nay cho phép tiép tuc theo ddi danh gia lgi ich/mii ro cuia thude. Céc chuyén gia chim
séc sirc khée duoce yéu ciu béo cdo bét ky tic dung khong mong mudn nao téi:
Trung tam DI & ADR Quéc gia, 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha Noi.
Website: http://canhgiacduoc.org.vn/

11. QUA LIEU VA CACH XU TRi

Qué lidu sét c6 thé din dén ngd doc cép tinh vai biéu hién budn ndn, nén, dau bung, tiéu chay
ra mau kém mét nuée. Truong hop rit ning c6 thé xay ra nhiém toan chuyén hoa va hén mé.
Hemochromatosis hodc hemos1der051s 1a hau qua cua tinh trang nhiém dqc man tinh xay ra ¢
nhirng ngudi d& mic bénh di truyén hodc & nhitg bénh nhan dugc truyén mau nhiéu lan.

Tré em dé bj qua liéu hon ngudi 16m.

Géy nén cho bénh nhan va chuyén bénh nhan dén bénh vién. Tién hanh rira da day va co thé
tién hanh diéu trj triéu chimg néu can thiét.

Thude giai déc:

Deferoxamine (thuc thai sit) bing dudng udng hoc tiém.

12. DPAC TINH DUQC LUC HQC

Nhém duoc 1y thude chéng thiéu mau, chita phirc hgp sit polysaccharide.

Mi ATC: BO3ABO2 (sét hod tri ba, céc ché phim duong udng)

Zapanan chira hoat chit 14 Iron (I11) hydroxide polysacchande complex la mét phire hqp
sit va polysaccharide tan rét tot trong mmc, phan tir luong thip, va lugng sit tong cong chiém
khoang 46 %. Trong ZapatinPro, sit ton tai & dang non — ion, 5 ml dung dich chira 200 mg
sit nguyen t6. Su két hop phirc hop sit va polysaccharide dugc hinh thanh boi sy thuy phan
maot phan cua tinh bt & mot ty 1¢ phu hop, phuc hcp nay c6 ty 1€ polysaccharid sat 3 cao hon
cdc mudi sit khéc (46 %). Sat 14 mdt nguyén to cén thiét cho su hinh thanh hemoglobm va
qua trinh oxi hoa trong mé song cua con ngudi. Sét ciing la thanh phan quan trong céu tao
nén myoglobin, ¢cé trong cac md co, c6 tac dung dr trir oxy cho hoat dong mé co, cling nhur
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\cac enzym tham gia vao hoat dong hd hép t& bao, hodc xir Iy sinh hoc nhu
lase va oxidase. Thanh phin cuia sit chiém 60 mg trong mdi kg cdn ning &

mjt di hing ngay do sinh 1y uéc tinh khoang 1 mg & nam va 2 — 3 mg & ni, do d6
bang luong thirc dn twong dwong. Do d6 nhu céu st hing ngay dugc uée tinh

+ O nam gidi: 10 mg.

+ Phy ni¥ va thanh thiéu nién: 12 dén 15 mg.

+ Tré em: 10 mg.

+ Phu nit mang thai: 40 dén 100 mg.

+ Phy nir cho con bii: 10 dén 15 mg.

13. PAC TINH DUQC DPONG HQC

Hép thu: Sau khi ubng ZapatinPro, ty 1 sat hép thu vao tudn hoan chung khoang 0,5 — 9 %
trén ngudi khoé manh.

Phén bé: Ifléng 6 dinh ciia thubc trong huyét twong dat dugc sau khoang 2 gid. Sét c6 mit
trong huyét tuong trong vong 3 — 7 gid.

Thai trir: Lugng sit da hép thu bi thai trir khéng déng ké, lugng sit khong hap thu duoc thai
trir qua phén sau khi uéng vai gio.

Céc thong s6 dugc dong hoc cta sdt trong ZapatinPro (séit hoa tri ba) twong tu cc thong s6
duoc dong hoc cua Fe?* trong céc ché pham khac.

14. QUY CACH PONG GOI

Hop 1 lo 60 ml kém 1 bom tiém nhya chia lidu va 1 cde nhua chia liéu.

Hop 1 lo 125 ml kém 1 bom tiém nhyra chia lidu va 1 céc nhya chia liéu.

Hép 04 vi x 5 ng 5 ml, mang PVC/PE.

Hop 06 vi x 5 éng 5 ml, mang PVC/PE. ; ) .
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC

Diéu kign bao quan: Noi khd rdo, nhiét do khong qua 30°C, tranh anh sang.
Han diing: 24 thang ké tir ngdy sin xudt, 90 ngay ké tir ngdy mo nip lo.

Tiéu chuén chat heong: TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Tén co sé san xudt: CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Dia chi: Puémg N1-Khu cong nghiép Yén My I1, Thi tran Yén My, Huyén Yén My, Tinh
Hung Yén, Vigt Nam.
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