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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
I. Tén thuéc; SOLUFEMO
2. Thanh phan: Mdi Sm! dung dich udng chira:

Sat (111) hydroxid polymaltose complex

neong wng voi Fe(lll) 50mg

Ta duge vira da 5ml
(Ta dugc gc';m Natri citrat, acid citric, natri benzoat, tinh dau cam,
nipagin, nipasol, glycerin, duong trdng, ethanol 96°, medc tinh khiét ).
3. Dang bao ché: Dung dich udng
4. Pac tinh dwgce lye hoe, duwoe ddng hoc:
4.1. Dwoc luce hoc:
Sit |4 thanh phin cta hemoglobin. Sat (IIT) hydroxid polymaltose complex dugc dung dé
chira cac bit thuong trong tao hong ciu do thiéu sat Sit khong kich thich tao hdng cau, ciing
khong hiéu chinh ri loan hemoglobin trong thiéu sét gay ra.
Phirc hop sit (111) hydroxid polymaltose la phirc hop dai phan tir oxid sat ¢6 the hoa tan trong
nuée bao gdm sat (111} hydoxid da nhan va mot phén dextrin thay phdn (polymaltose). Nhén
cua sat (I11) hydroxid da nhin dugc bao phi bé mat bing mQt fugng phén tr polymaltose
khdng ciing hoa tri lién két v&i nhau tao ra cac phan tir phirc gom xdp xi 52,300 Dalton. Phirc
hop nay bén vitng va trong céc diéu kién sinh Iy hoc, khéng giai phong ion sat. Sit trong
nhén cta phan tr da nhan nay dwoc gan két trong mdt cdu tric twong tr nhu ciu trilc cla
ferritin vé mit sinh 1y hoc. Do cic dic tinh héa hgc va duge déng hoc ndy nén sat (I10)
hydroxid polymaltose complex thich hgp dé thay thé sit qua dudng udng.
4.2. Drrge dong hoc:
Phire hop sat [11 hydroxid polymaltose ¢ sinh kha dung t6t.
Binh thuong sat durgc hap thu & ta trang va déu gan hona trang. Hap thu duogc hé tro bdi sy
tiét axid cua da day va mdt so acid trong che d§ an uono Hép thu cling tang lén trong diéu
kién thiéu sit hogc trong trang thai an chay nhung dugc giam néu co thé bi qua tai. Hép thy
st phu thudc vao $0 lugng sit du triv, nhdt 14 ferritin, & niém mac rudt va vao toc 43 tao hong
cdu clia co the.
Sau khi hip thu. sdt duoc tach ra lién két ngay vdi protein dé tao thanh hemosiderin hodc
territin, hodc 1 phén tao thanh transferrin. Cudi cling, sat lién két vai protein. bd sung cho du
rir sdt thiéu hut va gia nhap vao hemoglobin. Sat duge dy trit trong co thé dudi 2 dang:
ferritin va hemosiderin.
Trong trwdng hop khdéng co chiy mau (ké ca kinh nguyét) chi c6 mot luong nhé sat bi mat
hang ngay. Phin 16n cdc ton thit xay ra thong qua cac bong cic té bao cia dudng tidu hoa va
mdt lrgng nhé hon bi mét qua ra va nurde tiéu. Khoang 99% sat dua vao co thé dugc thai qua
phan.
5. Quy ciach dong goi:
Hop 6 vi x Sml dung dich udng.
6. Chi dinh, li¢u dang, cich ding va chong chi dinh
6.1. Chi dinh: ‘
- Didu wi va du phong cac loai thiéu mau do thiéu sat, cin bo sung sat.
- Cac tnrong hop ting nhu ciu tao mau: phu nit mang thai, cho con bi. thiéu dinh dudng, sau
khi md, giai doan hoi phuc sau bénh ning.
6.2. Liéu heong va cdch dimg:
Ciich ding:
Liéu luong va thoi gian diéu tri phu thuge vao mirc dd thiéu sit. Lidu dang hang ngay co thé
duge chia thanh liéu riéng biét. Thudc udng trong hodc ngay sau bira an.
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s Liéu ding: _
Diéu iri thiéu 581 & nguedi o va thiéu nién (tré em trén 12 usir-
Ubng 100mg dén 200mg sat (10-20ml) mdi ngay.
2 Phong chong thiéu st ¢ nguot ion va thiéu nién (1ré em > [2 tuéi) cd nguy co cao:
Ubng 100mg sat (10ml) mdi ngay.
. Hoic liéu cao hon theo chi d4n cta bdc sy.
Thuomg xuyén theo dbi céc thong sé huyét hoc va ndng do sit dé danh gia dép tng ciia bénh
nhan dé diéu tri.
6.3. Chong chi dinh:
Qua min cam v6i bat el thanh phin nao cla thuée.
Bénh nhan bi hoi chimg t€ bao nhiém sit, bénh nhan bi chimg nhiém sac 6 sit.
Bénh nhén thiéu méu tan huyét hay thiéu mau bét sén, thiéu mau do rdi loan hip thu st
(thiéu méau do mit chirc niing sir dung sét).
Bénh rhan loét da day, 1 trang, hep thuc quan.
7. Thiin trong:
Bénh nhén suy gan hay suy thén: Than trong khi ding.
Bénh nhan cao tudi: Khong can chinh liéu cho ngudi cao tudi trir treomg hop ¢6 suy than.
Khéng udng thude khi ndm.
- Théi ky mang thai: Chua co bao cao.
- Théi ky cho con ba: Chura ¢6 bao céo.
- Tic ddng cia thude khi lai xe hodic vin hanh may méc: Thude ding duge cho ngudi
dang lai xe hodc diéu khién may méc.
8. Tuong tac thube:
Khi ubng sat (IIT) hydroxid polymaltose clng tetracyclin, ndng dd tetracyclin huyét twong
khéng giam xudng dudi méc can thiét cho hidu qua diéu tri. e
Thuéc ¢6 thé lam giam hdp thu cia methyldopa, céc quinolon khi 1 uiny clngs ‘
Thude khang histamin H lam giam hap thu st khi uéng cling. fo cONG TY
9. Tac dung khéng mong mudn cua thude: ;/ of AR
* Rdt thiong gap (ADR 1> 10) owc *Hk
Tiéu hoéa : Phéan den
* Thuong gdp(1/100 < ADR < 1/10)
Tiéu héa: Tiéu chay, budn nén, khé tiéu.
« Hiém gép: (1/1000 < ADR< 1/100)
Ti€u héa: Non. tdo bon, dau bung. doi mau rdng.
Da va dudi da: Phit ban da. ngira.
Thén kinh: Dau dau
10. Qua licu va cich xi wi:
- Oui lidu:
Qud li€u sat (I1[) hydroxid polymaliose complex it kha ndng gdy ngd doc cap tinh, Auy nhién,
vugt qua nhu ciu dé khoi phuc hemoglobin va bd sung du teir §€it ¢6 th€ giy nhiém
hemosiderin. Triéu chimg qua lidu bao gdm gdy trot nhitng phian whi nhy’dau thugng vi,
buon ndn, buon ngl, xanh xao, xanh tim, thdm chi hén me, suy gan vasuy” thin; khi néng dd
sit trong huyét thanh > 300 microgam/ml, can phai diéu tri vi gdy doc nghiém trong,
- Cach xir tri: ‘
Piéu trj qua liéu bing cach giy nén ngay Idp tirc, néu cin thiét phai lién hanh rira da day
dong thai ap dung cac liéu phap hd trg khac. Mic dau hiém, nhung néu Xdy ra qua liéu st
tram trong (khi ndng d st rong huyét thanh vurot qué kha ning lién k&t sat toan phan), thi
¢6 thé diéu tri bing deferoxamin. Co thé tiém tinh mach cham thude giai doc nay (80mg/kg
the trong trong 24 giv} hoac tiém bap (14-90mg/kg thé trong, ctr 8 gid/lan. Deferoxamin lién
két véi sal tw do dang luu hanh & dang st (I1D). Chét gidi djc nay ciing tao phirc vdi ion sél
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(II) cua fernntin va hemosiderin dé tao thanh phirc hop sit (II) tan. ¢6 mau do

(ferrioxamin), bai tiéu qua nudc tiéu.

Tranh dung deferoxamin cho ngudi bénh dang suy than tién trién.

Tham tach khong 6 gia tri loai bo riéng sat trong huyét thanh, nhung ¢ thé ding lham tach

dé ting bai tiét phirc hop deferoxamin - sét va dugc chi dinh khi nguoi bf;nh :

giam nigu. 2

Truyén thay méu c6 thé cho két qua tot.

11. Khuyén cio: Chua c6 tai liéu bao cio.

12. Piéu kién bio quin va han dung:

- Bio qudn: Noi kho, nhiét ¢ duoi 30°C. .

- Han diing: 24 thang ké tr ngay san xudt. Khéng dwge dimg thude di ¢

* Liru y: Khi lh'l)' thude bi van duc, sé 16 SX, HD mo...hay cq cetybétli b

phai dem thudc t6i héi lai noi ban hodc noi sin xuit theo dia chiltrong don.

13. Tén, dia chi cia co' s6' san xuat

Tén co' s san xuiit : CONG TY CO PHAN DUQC PHAM HA TAY

Pia chi: T dan phd sé 4 - LaKhé - Ha Déng - TP. Ha Néi

Sé dién thoai: 04.33824685, 04.33522203; S6 fax: 04.33829034. 04.33522203

14. Ngay xem xét siva doi, cip nhit lai ni dung huéng din siv dung thudc:
Ngay thang nam

D
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™.

HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Tén thube: SOLUFEMO
2. Khuyén cio:

“Thudc ban theo don”

“Doc k¥ hudng dan sir dung trwde khi dong”
“Pé xa tam tay tré em”

“Théng bao ngay cho bac s§ hojc duge s§ nhimng tic dung khéng mong mudn gap phai khi st
dung thube”
“Thude nay chi diing theo don ciia béc s§”
3. Thanh pllf‘l_n, ham lwgng : M3i Sml dung dich udng chira:

Sat (ITT) hydroxid polymaltose complex

L\ DUOC PHAM

nieong vng voi Fe(fll) 50mg .
T4 duoc vira du 5ml .
(Td dirge gom: Natri citrat, acid citric, natri benzoat, tinh dau cam, s wlaia e geartam,

nipagin, nipasol, glycerin, diong tring, ethanol 96°, meGe tinh khiét ).
4. M5 ti sin pham: Ché phim léng. mau nau d6, mi thom, vi ngot
5. Quy ciach dong goi:
Hop 6 vi x 5 dng Sml. Kém theo tor hwdng din sir dung thude.
6. Thube dung cho bénh gi?
- Diéu tri va du phong céc loai thiéu mau do thiéu sit. can b sung sat.
- Cac trrdng hop tang nhu cau tao mau: phy nit mang thai, cho con bu. thiéu dinh dudng,
sau khi mo, giai doan hoi phuc sau bénh niing.
7. Nén dung thube nay nhy thé niao va lidu lirgng?
Cdaclr ding: \
Lidu lugng va thoi gian diéu tri phy thude vao mic dd thiéu sit. Lid ng/hﬁne ngay cé
thé dugc chia thanh liéu riéng biét. Thude udng trong hodc ngay sau ua an.
Liéu ding:
Diéu tri thiéu sat ¢ nguedi lon va thiéu nién(tré em trén 12 tudi):
Ubng 100mg dén 200mg sat (10-20ml) mdi ngay.

Phong chdng thiéu sét ¢ ngudi lon v thiéu nién(iré em > 12 tuéi) ¢ nguy co cao:
Udng 100mg sat (10ml) mdi ngay.
Hodc li¢u cao hon theo chi din ciia béc sy.
Thwong xuyén theo ddi cac thng sb huyét hoc va ndng d¢ sit dé danh gid dap img cua bénh
nhan dé diéu tri.
8. Kbhinio khéng nén dung thude nay?
Qua mén cam vai bit ctr thanh phdn nao cia thude.
Bénh nhén bi hdi ching té bao nhiém sat, bénh nhan bi chimg nhiém sdic 16 sit.
Bénh nhan thiéu mau tan huyét hay thiéu mau bat san, thiéu mau do rdi loan hip thu st
(thiéu méu do mét chirc ndng su dung sAr).
Bénh nhén loét da day, 1a trang, hep thuc quan.
9. Tic dung khéng mong muon:
* Rdt thirong gdp (ADR | > 10)
Tiéu héa : Phan den
* Thieong gap(1/100 < ADR < 1/10)
Tiéu héa: Tiéu chay, budn nén, kho tiéu.
* Hiém gap: (1/1000 < ADR< 1/160)
Tiéu hoa: Nén, tdo bén, dau bung, ¢bi mau rang.
Da va duéi da: Phat ban da, ngtra.
Thin kinh: Dau dau
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¥ o 10.Nén tranh dung nhirng thuée hoje thure pham gi khi dang sir dung thude nay?
Khi uéng sat (IIT) hydroxid polymaltose cing tetracyclin, néng d¢ tetracyclin huyét tuong
khdng giam xudng duéi mic can thiét cho hiéu qua diéu tri.

. Thudc ¢6 thé 1am giam hip thu cia methyldopa, cac quinolon khi udng ciing.
Thubc khéng histamin H; lam giam hap thu sit khi udng cung.
- 11.Can lam gi khi mdt lin quén khéng ding thnde?

B6 sung liéu ngay khi nhé ra. Tuy nhién, néu thdi gian gién cach vai lieu liép theo qua ng’in
thi bo qua lidu d3 quén va nep tuc lich diing thude. Khéng dung {iéu gép doi d e Thie :
bi bo [F.

12.Cin bdo quén thube nay nhw thé nao?

Gitr thude trong hop kin. ngoai tam vdi ciia tré em.

Bao quan thuoc ¢ noi kh, nhiét ¢ dudi 30°C.

Tranh ngudn nhigt va énh séng tryc tiép.

13.Nhing diu higu va triéu chimg khi dang thube qua lidu? . y

Qué héu sat (1) hydroxid polymal[ose complex it kha ndng gdy ngé doc cap fnh. T uy
nhién, vuot qua nhu ciu dé khoi phuc hemoglobin va bd sung dur trir sit co thé gay nhiém
hemosiderin. Tridu chirng qua liéu bao gbm nhitng phan g nhu dau thuong vi, budn nén,
budn ngt, xanh xao, xanh tim, thdm chi hon mé. suy gan va suy thén: khi ndng do sit trong
huyet thanh > 300 microgam/m!, cin phai diéu tri vi gdy doc nghiém trong.

14. Can phii tam gi khi dung thudc qua liéu khuyén cao?

Piéu tri qua lidu bang cach gdy ndn ngay l4p tirc, néu can thiét phii tién hanh rira da day
dong thoi ap dung cac liéu phap hd trg khac. Mac dau hiém, nhung néu xdy ra qua liéu sat
trim trong (khi nono do sat trong huyét thanh vuot quéa kha nang lién két st toan phén), thi
co thé diéu trj bang deferoxamin. Co thé tiém tinh mach cham thube giai doc nay (80mgrkg
thé trong rong 24 i) hodc tiém bap (14-90me/kg thé trong, cir 8 gid/lan. Deferoxamin lién
két véi sat tr do dang hwe hanh & dang sat (I11). Chét giai déc nay ciing tao phirc v6i ion sit
(I1I) cua ferrintin va hemosiderin dé tao thanh phirc hop sat (1) tan, ¢6 mau do
(ferrioxamin), bai tiét qua nuoc tiéu. e

Tranh dung deferoxamin cho nguoi bénh dang suy than uérk trién. ,/

Thim tach khong c6 gia tri loai b riéng sét trong huvell[l'blfhh/ﬂhtrlw ¢6 thé diing thdm
tach dé tang bai tiét phirc hgp deferoxamin - sit va duge chl]dmh khi ngudi bénh bi vé nidu
hodc giam niéu.

Truyén thay méu ¢6 thé cho két qua tét.

15. Nhiimg diéu ciin thin trong khi ding thude nay?

- Thoi k¥ mang thai: Cac nghién ciru lam sang khi st dung thude & phu nil mang thai chua
¢o bao cao.

- Thoi ky cho con bit: Chua co bao cao thir nghiém.

- Tac déng cha thude khi 1di xe hodic vin hanh miy moe: Thude ding dige cho ngudi
dang lai xe hodc diéu khién may méc.

16. Khi nao cin tham van bac sy, dwoe sy?

Khong phai ai ciing biéu hién cac tac dung phu nhwr rén. C6 thé ¢é cic tac dung phu khac
khdng duge dé cap. Néu ban ¢ bat ky thac méc nao vé céc tac dung phy, hiy tham khao ¥
kién bac sy hodic dugc sy.

£7. Han dung ciia thude:

Han dung: 24 thang ké tir ngy san xut.

18. Tén, dia chi, bleu twong cia nhi sin xuit:

Tén co sé san xuiit - CONG TY CO PHAN DUQGC PHAM HA TAY

Tryu so: 10A — Quang Trung - Ha DPéng - TP. 112 Noi

Pia chi: T6 dan phd sé 4 - La Khé - 1a Dong - TP. Ha Néi

86 dién thogi: 04.338246835, 04.33522203 ; 86 fux: 04.33829054, 04.33522203
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19, Ngay xem xét sieu d6i, cip nhit lgi ndi dung
Ngay thuing nim ]
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