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Tai lieu thong tin thuoc

DUNG DICH TIEM

Sat ( dwéi dang sat sucrose) 100 mg/ 5 mL

(Tiém tinh mach/ Tiém truyén tinh mach J

- Diéu tri thiéu mau thiéu sat

o nhirng bénh nhan bi bénh than.
- Diéu tri thiéu sat khi can
bé sung sat nhanh.

/; _

NANOG>EN

BIOPHARMACEUTICAL

Tai liéu gom 4 trang, théng tin sin phim xem tai trang 2,3,4
S6 gidy xdc nhdn ndi dung thong tin thudc cia BY Y té.../XNTT/..., ngay ...
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Doc kj huéng dan sir dung truéc khi diing Tai liéu théng tin thuéc
DUNG DICH TIEM GMP - WHO
§ SAT (dwoi dang SAT SUCROSE) 100 1114
\ Tiém tinh mach/ Tiém truyén tinh mach N‘m
E -
\ —~——
\ =g

THANH PHAN
Moi lo dung dich tiém (5 mL) chia:
Sat (dudi dang Sat sucrose ).......... 100 mg
Ta dugc: Natri hydroxyd, Nudc cat pha tiém.

DANG BAO CHE

Dung dich tiém

CHI DPINH

Necrovi duge chi dinh diéu trj thiéu sét trong cac truong hop sau:

- Piéu tri thiéu méau thiéu sit & nhitng bénh nhan bi bénh than: ¢6 loc mau c6 chu ky, khong loc mau c6 chu ky,
hoic c6 thdm phan phiic mac

- Diéu tri thiu sit khi cin bd sung sét nhanh.

- Bénh nhin c6 chi dinh diing sit nhung khong thé sir dung sit bing dudong udng hodc khong tuan thu udng thudc,
hodc bénh nhan viém rudt ma sir dung sit bing duong udng khong hiéu qua.

LIEU DUNG VA CACH DUNG

* Nhimg bénh nhan bi bénh thdn man tinh phai loc mau c6 chu ky

Liéu khuyen c4o 13 100 mg sit nguyén tb (tuwong ducmg 5 mL Necrovi) sir dung 1 - 3 14n/tudn. Hau hét cac benh

nhan cén tbi thleu lidu tich liry khoang 1000 mg sat cho 10 l4n loc mau c6 chu ky lién tuc. Bénh nhén c6 the tiép

tuc diéu tri vdi sat sucrose liéu thap nhit can thiét dé duy tri mirc hemoglobin, hematocrit va céc thong s lién

quan dén dur trir sit trong gidi han cho phép.

Tiém tinh mach cham:

O bénh nhén bénh thin man tinh, c6 thé dung sit sucrose khong pha lodng tiém cham vao duo’ng tinh mach lgc

than véi téc d6 1 mL/phut va khong vuot quéa 5 mL sit sucrose (100 mg sit nguyén t8) cho mdi lan tiém.

Truyen tinh mach:

Sét sucrose c6 thé duoc dua vao co thé b%mg duong truyén tinh mach (qua duong tinh mach loc than déi véi céac

bénh nhén loc mau cé chu ky). Cr mdi 5 mL dung dich sit sucrose s& dugc pha lodng voi t6i da 100 ml NaCl
0,9% (kl/tt) ngay trude khi truyen Dung dich sit sucrose sau khi pha lodng s& dugc truyén véi téc d6 100 mL

trong it nhat 15 phut. Dung dich sit sucrose pha loang dur thira phai dugc loai bo.

* Nhirng bénh nhan bi bénh than khong phai loc mdu c6 chu ky

Dung dich sat sucrose duoc tiém v6i tong liéu tich lity 1a 1000 mg sét, dugc chia thanh 5 1in, mdi lan tuong

duong vé6i 200 mg st khong pha lodng dung tiém tinh mach chdm véi téc d6 2 — 5 phut, trong vong 14 ngay. C6

it kinh nghiém trong viéc sir dung dich truyén gom 500 mg sit pha lodng véi 250 mL NaCl 0,9% (kI/tt) truyén

trong vong 3,5 — 4 gid & ngay thir nhit va ngay thir 14.

* Nhitng bénh nhan bi bénh thin man tinh phai thdm phan phuc mac L§ )
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Tai liéu thong tin thuéc
Dung dich sit sucrose dugc truyén tinh mach 3 1in cach biét véi tong lidu 1000 mg sit trong sudt 28 ngay lién
tuc: 2 lidu, mi liéu 300 mg trong 1,5 gidr trong 14 ngay dau va 1 lidu 400 mg trong 2,5 gidr trong 14 ngay tiép
theo.
« Cac dbi tuong khéc va cach tinh tong luong sét thiéu hut
Liéu dung phai dugc diéu chinh cho phii hop véi sur thiéu hut sit toan phén ciia mdi ngudi theo cong thirc sau day:
Tong luong sét thiéu hut (mg) = trong lugng co thé (kg) x (Hb dich — Hb thuc su) (g/1) x 0,24* + sit dur trix (mg)
*: H¢ 56 0,24 = 0,0034 (Luong sat ciia Hemoglobin = 0,34%) x 0,07 (Thé tich méau = 7% trong luong co thé) x
1000 (Hé s6 1000 = su chuyén déi don vi tir g sang mg)
+ Trong lugng co thé < 35 kg: Hb dich = 130 g/l, sit du trir = 15 mg/kg trong lugng co thé.
+ Trong lrgng > 35 kg: Hb dich = 150 g/l, sit dur trit = 500 mg
* Tré em:
Chua c6 nghién ciru diy dii vé tinh an toan va hiéu qua cia sit sucrose trong diéu tri thiéu sit & tré em. Khong
khuyén céo sir dung & tré em, néu cin thiét sir dung nén can nhéc giira loi ich va nguy co, ddng thdi phai dugce
theo di truc tiép théng qua cac xét nghiém y khoa phu hop.
« Ngudi cao tudi.
Khéng c6 su khac biét r6 rang ¢ lidu dung sit sucrose & bénh nhan cao tudi. Tuy nhién khong loai trir truong hop
nhay cam & ngudi cao tudi khi sir dung sét sucrose, do d6 viéc sir dung thudc phai dwoc theo ddi truc tiép thong
qua céac x€t nghi€ém y khoa phu hgp.
Luuy:
- Necrovi chi dugc dung cho duong tinh mach: tiém tinh mach cham hodc truyén nho giot tinh mach. Necrovi
khéng duoc ding dé tiém bip.
- Necrov1 chi dugc pha loang vdi dung dich NaCl 0,9% (kl/tt). Nhiing san pham tiém truyén can duoc kiém tra
bing mit dé tranh cdc vat thé la, cin hodc mau sic la trudc khi tiém truyén. Chi dugc ding khi khéng c6 cin,
khéng c6 mau sic la va dung dich déng nhit.
- Sur dung thude phai dugc bac si chi dinh, theo doi truc tiép.
- Trude khi ding liéu tri liéu Necrovi diu tién dbi vi mot bénh nhan méi, nén ding mot lidu thir nghiém tir 1 mL
— 2,5 mL Necrovi (20 mg — 50 mg sat) dbi véi ngudi 16n, 1 mL (20 mg sit) ddi véi tré em nang trén 14 kg va 1,5
mg sit /kg & tré em nang dudi 14 kg theo cach sir dung dé dugc chon. Cac phuong tién dung dé héi sirc tim phéi
phai c6 sin. Néu khéng c6 cac phan (g phu xay ra trong vong it nhét 15 phit sau khi ding thudc thi c6 thé sir
dung tiép phén con lai cia lidu déu tién.

CHONG CHI PINH

Khong dung Necrovi cho cac tru’O’ng hop sau:

- Mén cam d6i véi cac phirc ho'p sat (6 dang mono hoic disaccharide) hodc bét ky thanh phan nao cua thudc.
- Thiéu mau khong phai do thiéu sit.

- Thira sét hodc ri loan trong viéc st dung sat.

- Phu nit mang thai 3 thang dau.

THAN TRONG

- Cac ché phim sit sir dung duong tiém tinh mach c6 thé giy cac phan (g di ing hoic phan img kiéu phén V¢,

truong hop ning c6 thé gay tir vong. Do d6 Necrovi chi nén diing cho nhitng bénh nhén di duoc chi dinh véi liéu
phap bd sung sit bang duong tiém, thong qua nhimng xét nghiém y khoa phu hop.

- Chi sir dung céc ché phdm sit dudong tinh mach trong diéu kién c6 can bd y té danh gia va xir tri cac phan (g
di tmg thuéc va dam bao day du cac trang thiét bi hoi sirc cép ctru. Bénh nhén can duoc theo doi chat ché dé phat
hién cac déu hiéu phan 1 g qua min trong qua trinh ti€ém va 30 phut sau tiém thudc. Néu c6 phan 1 ung qua man
hay bt ky dau hiéu khong dung nap thubc xdy ra trong qua trinh tiém cén ngimg ngay lap tirc. Can bd y té cin
than trong vai bét ky liéu nao cia cac ché pham sit duong tinh mach st dung trén bénh nhan.

- Than trong khi ti€ém Necrovi & nhitng bénh nhan cé tién sir hen suyén, eczema, bénh di ng dic hiéu khac, hay
¢6 phan g di tng véi nhitng ché phim sit khéc.

- O bénh nhén rdi loan chirc ning gan, sit ding dudng tiém tinh mach chi dugc sir dung sau khi da danh gia nguy
co, loi ich mot cach cén than. Sit dung dudng tiém tinh mach nén tranh sir dung trén bénh nhén réi loan chirc ning
gan bi thira sat, dac biét 1a bénh rdi loan chuyén hoa porphyrin. Cén giam sat néng d6 sat dé tranh thira sét.

- Sét ding duong tiém tinh mach nén dwgc sir dung than trong trong trurdng hop nhiém tring cép tinh va man tinh.
Khuyén cdo ngung diing st sucrose khi tinh trang nhiém khuén tiép dién. PSi v6i bénh nhan nhiém khuén man

P
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Tai liéu théng tin thuéc
tinh, can danh gia nguy co, loi ich trude khi sir dung.
- Nhimg con ha huyét 4p c6 thé xdy ra néu tiém qua nhanh. Phan ng di ing, d6i khi c6 ca viém khdp xay ra khi
tiém qua licu.
- Can tranh ro ri sdt sucrose tai vi tri tiém vi c6 thé dan dén dau, viém, hoai tir hodc chuyén mau da.

PHU NU CO THAI VA CHO CON BU

- Chura ¢6 nghién ciru ddy di vé viée sir dung sit sucrose trén phu nit mang thai. Vi cic nghién ctru ban dau trén
dong vat khong du dé tién doan mirc d6 dép {mg ciia co thé ngudi ddi véi sit sucrose, do d6 chi ding san phim
nay cho phu nit mang thai khi thyc si can thiét. Tuy nhién khéng sir dung thuc cho phu nit ¢6 thai trong 3 thang
dau.

- Chua biét dugc sit sucrose c6 tiét qua sita me hay khong, do d6 nén théan trong khi sir dung st sucrose cho ba
me dang cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Trong truong hop chéng mit, dau du khi sir dung Necrovi, khéng nén lai xe hodc van hanh may méc cho dén

khi triéu ching cham dirt.
TUONG TAC THUOC

Gibng nhur cac ché phdm sit ding dudng tiém tinh mach khac, dung dich sit sucrose tiém truyén khong nén dung

ddng thai véi sit duong ubng do hip thu sit duong udng sé& bi giam. Vi vy, liéu phap ding sit dudmg udng chi
nén bat dau it nhat 5 ngay sau lan ti€ém dung dich sat cuoi cung.

TAC DUNG KHONG MONG MUON

Nhimg tac dung khong mong mubn khi tiém dung dich sit sucrose thuong dugc bio céo 14 rdi loan vi giac thoang
qua, ha huyét ap, sOt, run, phan g tai vi tri tiém va bdn nén, xay ra trén 0,5 - 1,5% bénh nhin dugc khao sat.
Sbc phan vé hiém khi xay ra.

Trong cac thir nghiém 14m sang, nhiing tic dung khong mong muén sau ddy dugc bio cdo:

Hé thong phan Thwong gap Khong thwong gap Hiém gap
loai MedDRA (=1/100, <1/10) (=1/1000, <1/100) (=1/10 000, <1/1000)
- Réi loan hé than kinh |Réi loan vi giac Pau diu, hoa mit Di cam, ngz‘it, mat y thirc, cam
thoang qua (déc biét vi giac bong rat.
tanh kim loai)
- Réi loan tim mach Ha/tang huyét ap Ha huyét ap, tim d4p nhanh, | Ting huyét ap
héi hop danh tréng nguc.
- Rdi loan hé hép, nguc, Co thit phé quan, khé thd _
trung thét Y
- Da day — ruét Budn nén Buodn ndn, nén mira, dau Khé miéng \%\}
bung, tiéu chay. o |l
- Réi loan da va céac mé Ngtra, mé day, phat ban, ban f/ ,/
dudi da do. Ay
- Réi loan co xuong, m6 Chudt rit, dau co *y i
lién két
- Phan ung chung va Pau tai chd tiém Sét, run, d6 da, dau nguc, Viém khdp, phu ngoai bién,
phan ng tai vi tri tiém cing thing. Cac phan {mg mét mai, suy nhugce, kho
tai vi tri ti€ém nhu viém tinh | chiu, cam gidc nong bung,
mach néng, néng, sung. phu.
- Roi loan mién dich Phan ing soc phan vé

Théng bdo cho bdc sy hodc dwoc sy nhitng tic dung khong mong muon gip phi khi sic dung thuéc.
San xuat tai:
NANGO--\| CONG TY TNHH CONG NGHE SINH HQC DUQC NANOGEN

sroriaenrceurical PC: L6 I-5C, Khu Cong Nghé¢ Cao, Phuong Tang Nhon Phu A, Quéan 9, Tp.HCM, Viét Nam. )
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