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HUONG DAN SU DUNG THUOC

1. Tén th
2. Cie dfin
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Kliyen cao khi ding thuoe:

DE xa tim tay ciia tré em
Doc ki huwdng din siv dung triée khi ding.
3. Thanh phiin ¢ong thie thude:
M3i vién nang cimg TBSaratin 50 chia:
Thanh phin dwee chit: Ubidecarenon 5S0mg
Thanh phﬁn ta dwge: Tinh bt san, lactose 200 mesh, maltodextrin, natri starch glycolat, magnesi
stearat, nang cimg s6 11,
Think phan vé nang cimg: Gelatin, silicon dioxyd, natri lauryl sulfat, methylparaben,
propylparaben, glycerin, acid acetic, titan dioxyd/candurin® silver fine, polyethylen glycol 4000,
acetylated monoglyceride, sucrose fatty acid esters, td& duge mau (brilliant blue, allura red,
carmoisine, tartrazine, quinoline yellow, erythrosine, sunset yellow, amaranth, green S), nudc tinh
khiét.
4. Dang bao ché: Vién nang cling.
Vién nang ctng sb 1, mau doé — vang, bén trong bt thube mau vang.
5. Chidinh:
TBSaratin 50 dugc chi dinh trong cac trudng hop sau:
- H3 tro didu trj suy tim théng thudng.
- Phong ngtra dgc tinh trén tim do anthracyclin,
6. Cach ding, liéu dang:
Cach ding:
Thube duge st dung theo dudng uéng, vai mot lugng nude via du,
Diing trong biia &n.
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Liéu diing:

Liéu udng dugc khuyén céo 1a 100 mg (2 vién) mdi ngay, ¢6 thé diéu chinh ty theo mic dd bénh va
dac diém ciia tirng bénh nhén.,

7. Chéng chi dinh:

Qué mén v&i Ubidecarenon hodc vai bét ky t4 duge no.

8. Canh b#o va thin trong Ichi diing thude:

Ngoai viéc theo d&i nhitng bénh nhin dang dung warfarin va Ubidecarenon, khéng c6 bién phap
phong ngira dic biét nao khéc duge yéu cu & nhitng bénh nhan diing TBSaratin 50 .

TBSaratin 50 ¢6 chia lactose. Bénh nhan bj rdi loan di truyén hiém gip nhu khong dung nap
galactose, thiéu hut lactase hoan toan hodic kém hap thu glucose - galactose khéng nén ding thude
nay.

Vé nang cimg c6 chira carmoisine, tartrazine, sunset yellow, amaranth co thé gdy cac phan (g dj
ng.
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9. Si dung thude cho phu ni ¢6 thai va cho con bu:

Céc nghién ctru duge thye hién trén dong vat khong cho thiy dau hiéu gy quéi thai, ciing nhu thay
ddi sy phét trién cla thai nhi, tuy nhién, d& quan sat théy Ubidecarenon cé thé truyén qua nhau thai.
Do do, vi tinh an toan cia Ubidecarenon & phy nif mang thai va cho con b chua dugce thiét 1ap, chi
nén dung TBSaratin 50 khi lgi ich cho ngudi me vugt trdi so véi nhitng rii ro co thé xay ra déi v&i
thai nhi.

10. Anh hwéng ciia thude 1én kha ning I4i xe, vin hanh may méc:

Khong quan st thiy c6 anh hu‘(’mg nao dén kha nang lai xe va sir dung may méc.

11. Tu0’ng tac, twong ky cia thuoc

Mot sb thude ha lipid mau dLrUng ubng (cac chit trc ché men HGM-CoA-reductase) tic ché sinh tong
hgp Ubidecarenon, lam giam ndng dd clia né trong huyét tuong.

ba ¢6 3 trudmg hop tuong tac khi sir dung dong thoi warfarin va Ubldecatenon Ubidecarenon [am
giam tac dung clia warfarin, vi viy bénh nhén cén dwoc canh bo vé nhiing nguy co ¢é thé xay ra
khi ding dong thoi hai logi thude nay.

O chudt, su dbi khang Ubldecalenon din dén viée ting thai gian prothrombin.

Do khong c¢é cac nghién ciru vé tinh twong ky cia thude, khdng trdn lan thude nay véi cée thude
khac.

12. Téc dung khong mong mudn cia thude:

Ubidecarenon duge dung nap tu(mg dbi t6t va hiu nhu khong c6 tac dung khong mong mudn.

Céc tac dung khéng mong mubn duge md ta bao gdm:

- Dau thugng vi (0,39%)

- Biéng 4n (0,23%)

- Budn nén (0,16%)

- Tiéu chay (0,12%)

- Bénh khod da va phat ban.

O nhiing bénh nhan dugc diéu tri Ubidecarenon véi lidu 300 mg/ngdy, c6 su gia ting khong co trigu
ching ctia lactic dehydrogenase ciing nhu ting nhe transaminase.

Thong bdo ngay cho bdc sj hofc dipe s§ khi gip cdc tic dung k.’mng mong mudn nhur trén khi
sit dung thube hodc bdo cdo cde pl'mn trng c6 hai cia thudce vé Trung tim Théng fin thude v
Theo déi phdin 1ing cé hai chia thude (ADR) Qubce Gia. Pja chi: 13 - 15 Lé Thdanh Téng -Hoan
Kiém - Ha Ni. Dign thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com
13. Qua lidu va cdch xiv tri:

Trong trudmg hop qua lidu, nén thyc hién cac bién phap phong ngua thdng thudng, rira da day.
Khong c6 thube giai doc dic higu.

14. Dic tinh dwoe Iye hoc:

Nhém duge ly: Nhém hé trg diéu trj bénh vé tim mach,

Ma ATC: CO1E B09.

Ubidecarenon, Ubtqumone Coenzyme Q (CoQ) hode Coenzyme Qio (CoQio), la bén tén goi khéc
nhau ctia mot ho’p chéit ndi sinh cia sinh vat tac dong vao chudi hd hip ciia ty thé va duge tim thay
trong dai da s6 cAc mé: mdu, gan, thin, 14 lach va co xuong.

Mot sb hoat déng sinh 1y duge cho la do Ubidecarenon bao gdm: cai thién céc diéu kién phuc hi
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sau ton thuong & béo xay ra trong qué trinh thiéu mau cuc b co tim, gép phan duy tri hoat dong
sinh hgc ciia mang té bao va nhu mot chét chéng oxy hdéa manh, chéng lai céc peroxid lipid va cac
goe ty do. Thube ciing dd dugc chimg minh kha ning ting cudng va duge st dung nhu mét phuong
phép didu tri bd trg cho hoat dong ctia cc thude dugce st dung trong diéu tri suy tim v&i nhiing lgi
ich trong hoat dong thé chét va chét lugng cude sdng clia bénh nhan.

Céc thi nghiém duge thuc hién véi Ubidecarenon dd cho thdy céc hoat déng sinh hoa va duoc ly
khac nhau, cy thé la:

- Tang tong hop ATP (déay 1a mdt coenzym ciia phiic hop enzym bén trong ty thé, tham gia vao qua
trinh phosphoryl héa oxy héa va trong chudi hé hdp, va vé co ban quan trong & céc té biao ¢ nhu
ciu trao ddi chét cao, ching han nhur té bio co tim).

- Téc dung khang phospholipase.

- Téc dung chéng oxy hoa (tai hdp thu cée gbe tu do va lipid peroxid).

- Tham gia vao qué trinh chuyén dién tir ngoai ty thé, cy thé 13 hoat tinh oxyreductase trong mang
sinh chét, dudng phén té bio, cling nhu hoat dong tiém ning trong Bo méy Golgi va lysosome.

- C6 vai tro trong viée cai thién tinh luu dong cia mang, duge chimg minh bing viéc giam dd nhot
ctia méu khi b sung Ubidecarenon.

- Lién két chat ch& vdi vitamin E, ¢ tac dung tai tao a-tocopherol,

- Diéu hoa mién dich. Téc dung ndy duoe ting cudng khi thube dugce st dung két hop véi cac loai
thube khac.

Ubidecarenon duoc sir dung trong thuc hanh 1am sang nhu mot chét hd tro trong diéu tri suy tim va
phong ngira nhiém doc tim do thube, dic biét 1a thude kim t& bao cia nhém anthracyclin,

15. Diic tinh dwge dong hoe:

Hap thu

Sau khi ubng 100 mg Ubidecarenon, ndng do tdi da trong huyét tuong (Cmax) dat duge sau 5-10
gir. Tmax trung binh 13 6,5 gid, cho thiy su hdp thu chdm cta Ubidecarenon qua dudng tiéu hoa, cé
thé do trong lugng phan tir cao va kha nang hoa tan kém clia chat nay.

Ndng db trung binh trong huyét twong sau khi uéng mot lan 100 mg Ubidecarenon la 1,004 + 0,37
pg/ml. Sau khi ding 100 mg Ubidecarenon 3 ldn mdi ngay, ndng dd thude trong huyét twong & trang
thai 6n dinh 1a 5,4 pg/ml, gép khoang 4 d¢én 7 1an mic Ubidecarenon ndi sinh,

Thire an gitp ting cwdng hip thu Ubidecarenon mot cach déng ké. Do dé, sau khi ubng 300 mg
Ubidecarenon, & trang thai déi, Cmax la 1 pg/ml dat duge sau khi udng 4 gidy; ndng dé dinh lan thi
hai nho hon va it khéc biét hon nhiéu 14 0,4 pg/ml sau khi uéng 22 gio. Khi Ubidecarenon duge st
dung cing vai thirc dn, ndng do dinh lin dau it rd rang hon, Cmax la 0,6 pg/ml dat duoc sau khi
dung 6-8 gid va ndng do dinh lan thir hai cao hon dang ké so vdi lan dau, tiic 1a khoang 0,95 pg/ml.
Sy hép thu ubidecarenon c6 thé bio hoa duge; do dé, ndng d6 thude trong huyét tuong sau khi ubng
100 mg va 300 mg khéng khéc nhau dang ké. Trong mot nghién ciu véi viée st dung céc lidu udng
don 33; 67; 100 va 300 mg, da cho thé'ty rang sy gia ting licu lugng khéng ty | thudn véi sy gia ting
ndng do trong huyét twong ctia Ubidecarenon.

Chuyén héa va phdn b

Viée chuyén héa ciia Ubidecarenon chua duge biét day du.
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Hau hét Ubidecarenon sau khi udng dugc phén bo trong gan va lién két vi Lipoprotein ty trong rat
thap (VLDL). Sau dé, thubc dugce phan bb dén cac vi trf cu thé: tuyén thugng than, 14 lach, phdi,
thdn va co tim.

Thai trir

Ubidecarenon dugc thai trir chi yéu qua dudng mat. Khoang 65% lidu udng ciia thude ndy cd the
duoc tim thay trong phén khi ding 1au dai.

Ubidecarenon cé the d6 thanh thai trong huyét tuong thip va do dé thai gian ban thai trong huyét
twong kéo dai (33,9 + 5,32 gio).

16. Quy cich dong goi:

Hop 3 vi x 10 vién nang cimg, kém huéng dén sir dung thubc.

17. Pidu kién bao quan, han ding, tidu chuin chit lwong ciia thude:

Diéu kién bao quéan: Noi khé, dudi 30°C, tréanh énh sang.

Han ding: 24 théng ké tir ngdy san xuat.

Tiéu chuén chat lugng: TCCS

18. Tén, dia chi ciia co so sdn xuit thude:
Céng Ty Cb Phin Dwge Phim Pharbaco Thai Binh

@ Try s&: L6 CNO1 — Cym céng nghiép An Ninh, Xa An Ninh, Huyén Tién Hai,

Tinh Thai Binh, Viét Nam

San xuét tai: L6 CNOI — Cum céng nghi¢p An Ninh, X& An Ninh, Huyén Tién

Hai, Tinh Thai Binh, Viét Nam
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