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rescription drug GMP - WHO

VINPHAGO

FEROVIN

Iron () (as Iron protein succinylate

800 mg) 40 mg

» BOX OF 10 SACHETS OF 15 ml

» ORAL SOLUTION
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HUONG DAN SU DUNG THUOC

Rx ff::”::-:\

o cone -\ FEROVIN

ek \""‘i‘ﬁﬁﬁc\n y chi ding theo dom thude”
2

\U‘\ b5 . PHAM
VINH PHUC be xa tim tay tré em”

i'M\‘Boc—kivhufo’ng dén sir dung trwée khi ding”

1. Thanh phin cdng thirc ciia thuoc.
M&i 15 ml dung dich chira:

Thanh phan duwgc chat: Sit (1IT) (dwéi dang Sat protein succinylat 800 mg)..................40 mg.
Thémh phan té dwoc: Methylparaben, propylparaben, sorbitol 70%, propylen glycol, huong blue
berry, natri hydroxid, gdbm xanthan, nuéc tinh VT ST vira du 15 ml.
2. Dang bao ché:

Dang bao ché: Dung dich ubng.

Mb ta dang bao ché: Dung dich mau nau, vi ngot

pH: 6,5 - 8,0.

3. Quy cach dong goéi:

Hop 10 goi x 15 ml

Hép 20 goi x 15 ml

Hop 10 lo x 15 ml.

4. Chi dinh:

Diéu tri cac tinh trang thiéu sit, thiéu mau do thiéu st & ngudi 16n, tré em va thiéu sit thr phat
trong cac truong hop mit mau man tinh, phu nif ¢6 thai hozc dang cho con bi.

5. Liéu ding - cich dung:

Cach ding:

- Thubc sir dung theo dudng ubng. Tét nhit 12 ung thubc trudce bita n.

- Khong c6 yéu cau dic biét vé xir Iy thube sau khi st dung.

Liéu ding:

- Ngudi 16n: 1-2 géi hodc lo mbi ngay(tuong duong 40-80 mg St (T17) /ngay) theo chi dinh
ctia bac s§, chia 1am hai l4n, t6t nhét 12 udng thube trudce bita an.

- Tré em: udng 1,5 ml/kg/ngay (twong duong 4 mg Sat (I11)/kg/ngay) hodc theo chi dinh cia
bac s, chia 1am hai 14n, t&t nhat 13 ubng thude trude bita in.

- Dung dich thuc trong g6i/lo 6 thé dwoc ubng truc tiép ludn hodc pha lodng vdi mot lugng
nudc loc vira phai.

- Thdi gian didu tri: didu tri lién tuc cho dén khi trit lugng sét trong co thé trér lai mirc binh
thudng (thuong tir 2-3 thang).

- Liéu tbi da trong ngay: Céc thir nghiém vé hiéu qua va kha ning dung nap cia thubc duoc
tién hanh trén ngudi véi lidu chi dinh nhu trén (ngudi 16m: 80 mg Sat (I1)/ngay, tré em: 4 mg
St (IT1) /ke/ngay); do d6 khong c6 chi dinh sir dung thude & lidu luong cao hon so véi khuyén

cao.
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- Mén cam véi bat ky
- Bénh nhéan bi

hemochromatosis

ﬂédﬁl;osfx(]éng dong sit qua nhidu & cic mo), bénh nhan bi

- Thiéu mau bat sar

'é{ﬂ%éﬁ ﬁﬁi"l}'lﬂ)e‘[ thiéu mau nguyén bao sit.
O

2 VINI PHU(‘
- Bénh nhén viém tuy" hea?m gan thir phat do hemochromatosis (qué tai sat).

7. Canh bdo va than y: :
- Nguyén nhén thiéu st hoac thiéu mau phai duoc xac dinh. Liéu phap bd sung sit nén két hop
v6i didu tri cin nguyén cia nhimg tinh trang nay néu cé.

- Thude nén duoc str dung than trong cho nhitng bénh nhan khong dung nap protein dang sita
vi phan tmg di tmg c6 thé xay ra.

- Ché pham khéng gy nghién va khong c6 nguy co gdy nghién. Tuy nhién, khong nén dung
thudc qué 6 thang, ngoai trlr truong hop chay mau kéo dai, rong kinh hodc cé thai.

Canh bdo lién quan dén td duoc:

- Methylparaben va propylparaben: Cé thé gdy ra cac phéan tng di ung (c6 thé x4y ra cham).

- Thudc nay c6 chira 4,5 g sorbitol 70% trong mdi 15 ml:

+ Can xem xét tac dung hiép ddng cta cic thudc cé chira sorbitol (hay fructose) va luong
sorbitol (hay fructose) ding theo ché @b in kiéng.

+ Ham lugng sorbitol ¢6 trong thude ubng co thé anh huéng sinh kha dung cta céc thude khéac
khi dung chung.

+ Sorbitol ¢6 thé gdy nhiing triéu chimg tiéu héa kho chiu va cho tédc dung nhuén trang nhe.

+ Bénh nhan bi rdi loan khéng dung nap fructose do di truyén khong nén dugc chi dinh thude
nay.

- Thubc c6 chira 0,45 g propylen glycol trong mdi 15 ml:

+Néu tré dudi 4 tun tudi (Luong propylen glycol dimg > 1 mg/kg/ngay), hoi y kién bac s hoiic
duoc st trude khi cho tré dung thude, nhét 1a khi tré duoc cho ding cac thudce khéc ¢ chira
propylene glycol hay alcol. Viéc dung chung véi cac chét 14 co chét cua alcol dehydrogenase
nhu ethanol ¢ thé gdy ra cac phan tmg cé hai nghiém trong cho tré so sinh.

+ Tré em dudi 5 tudi (Luong propylen glycol dimg > 50 mg/kg/ngay): Hoi y kién bac st hodc
duoc st trude khi dung thude, nhét 1 khi tré ding cing céc thubc khac co chira propylen glycol
hay alcol. Viéc dimg chung véi cac chit 1a co chét cua alcol dehydrogenase nhu ethanol c6 thé
gdy ra cdc phan ung cd hai cho tré dudi 5 tubi.

+ Bénh nhdn cé bénh gan hodc than (Luong propylen glycol dimg > 50 mg/kg/ngay): khong
dung thudc nay trir khi c6 khuyén céo ctia bac si. Béc si diéu tri c6 thé phai thuc hién mét sb
xét nghiém trong thoi gian bénh nhén ding thude. Yéu ciu theo dai trong thdi gian bénh nhén
dung thube dbi vai bénh nhan c6 chite ning gan hodc thén suy giam boi vi da c6 béo cdo vé cac
phén tmg co6 hai do propylen glycol, nhu rdi loan chirc ning than (hoai tir ng than cép), suy
than cAp va r6i loan chiic ning gan.

- Thubc ndy ¢6 chira duéi 1 mmol (23 mg) natri trong mdi 15 ml, vé co ban duge xem nhu
“khong chira natri”

8. Sir dung thude cho phu nit c6 thai va cho con bi:

Stk dung thubc cho phu nit cé thai:
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- Khong cé canh bao dac biét nao db6i voi phu nit ¢6 thai.

- Ferovin trén thuc t& du: diéu tri tinh trang thiéu sit ¢6 thé xay ra & phu nit c6 thai.

Str dung thuéc cho
- Khong c6 canh bd
- Ferovin trén thuc
9. Anh hwéng ciia

10. Twong tac, twong ky, cia thude:
- St c6 thé 1am giam su hép thu hoic sinh kha dung cta tetracyclin, bisphosphonat, quinolon,
penicillamin, thyroxin, levodopa, carbidopa, alpha-methyldopa. Do d6 chi dung Ferovin it nhét
2 gidr sau khi dung céc thudc nay.
- Su hép thu sit c6 thé duoe tang 1én bang cach sir dung dng thoi vai trén 200 mg acid ascorbic,
hay giam xudng khi dung dong thoi véi thudc khéng acid.
- Chloramphenicol ¢6 thé lam chdm su d4p tng véi liéu phap diéu tri bing sit.
_ Khéng ¢6 trong téc thube ndo duge béo cdo khi didu tri dong thoi véi thube khang H2.
- Cac phirc hop ¢ kha ning gin véi st (nhu phosphat, phytat va oxalat) c6 trong rau va sira,
ca phé hoic tra s& tic ché sy hép thu sit. Do dé, Ferovin nén dugc ubng cach it nhat 2 gid sau
khi ding nhiing thue phim ké trén.
Tuwong ky thudc:
Do khong c6 cac nghién ctru vé tinh twong ky cuia thude, khong tron 1an thudc nay véi cac thube
khac.
11. Tic dung khéng mong muén (ADR):
R6i loan tiéu héa (tiéu chay, tio bon, budn nén, dau thugng vi) rat hiém xay ra trén bénh nhén
str dung véi liéu cao hon liéu chi dinh. Nhimng rdi loan nay s& giam nhe khi ngung diéu tri hoac
giam lidu. Céc ché phim sit co thé 1am phan c6 mau den hodc xdm den.
Bio cdo tac dung khéng mong mudn:
Viée béo céo tac dung khong mong mudn sau khi thude duoc luu hanh 12 quan trong, gitip tiép
tuc theo ddi loi ich va nguy co khi sir dung thubc. Nhén vién y té can bao cao bét ky tac dung
khong mong mubn nao cta thude theo hé théng béo cao Qubc gia.
“Théng bdo ngay cho bdc sy hodc dwoc sy

nhitng phdn vrng co hai gap phai khi siv dung thuic”
12. Qui lidu va cach xit tri:
Triéu chirng:
Trong truong hop qua lidu mubi sit, bénh nhan cé thé bi dau thuong vi, budn nén, nén, tidu
chay va n6n ra mau di kém voi budn ngt, xanh xao, tim tai, s6c va co thé hon mé.
Diéu tri:
Didu tri cang nhanh cang tdt, bao g0m st dung thubc gay nén, sau dé cé thé rira da day va thuc
hién cac liéu phap hd tro thich hop. Cling nén xem xét viée st dung thubc thai sat, chfmg han
nhu desferoxamin.
13. Pac tinh dwge lwe hoc:
Nhom duge Iy: Thube didu tri thiéu méu sir dung st (I1T) d& diéu tri tinh trang thiéu sit.
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' ubc ¢6 thanh phén hoat chét 1a ferriprotinat trong d6 sit duoc lién két
0 é/ % sg%ggydu, co)uccmyl hoa dé tao thanh phirc hop sat protein chita 5,0% + 0,2% sat

‘*k WOC | \\I\N
- Do t\f@\chat ‘c;é n‘*

két voi s Sau" 15

thu & niém mac rudt, trong khi thanh phén protein trong phén tir duge tiéu hoa béi protease

/i

ic biét, ferriprotinat két tha trong méi trudng da day va gift dugc lién

R errlprotmat dugc hoa tan trong pH kiém cta ta trang, nho d6 sit duoc hip

tuyén tuy.
14. Dic tinh dwge dong hoc:
Khéng thé tién hanh céc nghién ciru duge dong hoc truyén thdng véi cac phirc hop sit vi trong
truomg hop cua ferriprotinat, phén protein duoc tiéu hoa bai dich tiéu hoa va sit duoc hip thu
tiy thudc vao nhu cau ciia co thé. Trong didu kién binh thudng, truong hop bi mét sit rat it.
Héu hét sit dao thai do kinh nguyét va mot lugng khong dang ké qua mat, md hdi va da chét.
15. Piéu kién biao quan, han dung, tiéu chuén chét hrong:
Diéu kién bdo qudin: Noi khd 1o, khong qua 30 °C, tranh anh sang.
Han diing: 24 thang ké tir ngay san Xudt.
Tiéu chuin chit lwong: TCCS
16. Tén, dia chi co' s& san xuit:
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Dudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
bT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon M&u Théng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic



