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MAU NHAN XIN DANG KY

(Nhan hop 2 vi x 10 vién nén bao phim)

I, Nhén hop

Hop 2 vi x 10 vién nén bao phim

“ Cosdeinyudt CONG TY COPHAN nuqc PHAM TRUGNG THO
Try s& chinh: 6 93 Linh Lang, P gaamnh TP, Ha Mgi
Truong Tho* Dia chirha may: CHI NHANH cous Ty cO PHAN DUGC m(u TRUGNG THO
Sisreraas LA M1, dudng N3, KCN Haa X4, P. Lgc Hda, TP. Nam Binh, £nh Nam Binh
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MAU NHAN XIN PANG KY

(Nhan hdp 3 vi x 10 vién nén bao phim)

1, Nhén hép

Hop 3 vix 10 vién nén bao phim

T Cosdsinxudt CONG TY CO PHAN DUGC PHAM TRUGNG THO
Trusa:hhmsasamtang,ﬁc&»gv;g.sam. TP Ha Nl
Truong Tho*  Bja chi nha may: CHI NHANH CONG T C PHAN DUGC PHAM TRUGNG THO
...... sz Lo M1, duding N3, KCH Hba Xa, P. Lés Hba, TP, Nam Binh, toh Mam Dich
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MAU NHAN XIN PANG KY

(Nhéan hp 5 vix 10 vién nén bao phim)

1, Nhén hop

Hop 5 vix 10 vién nén bao phim

Co 53 sinudt: CONG TY €O PHAN DUGC PHAM TRUGNG THO

Try 58 chinh: S6 93 Linh Lang, P, Céng Vi. Q. Ba Dinh, TP. HA NI

Truong Tho*  Bla chirhi may: CHI HHANH CONG TY CO PHAN DUGC PHAM TRUONG THO
rentmasnamen LG M1, duBng N3, KCH Hoa X4, P. Léc Hda, TP Nam Binh, Erh Nam Binh
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MAU NHAN XIN PANG KY

(Nhan hop 10 vi x 10 vién nén bao phim)

1, Nhén hop

Hép 10 vi x 10 vién nén bao phim

8616 SX: XXXX
NSX:ddmmyy
HD:ddmmyy

Cas e xuft: CONG TY CO PHAN DUCC PHAM TRUGHG THO

Try £d chinh: §8 83 Linh Larg, P. Céng Vi. Q. BaPirh, TP Hﬁiﬂ

Truong Tho* Bia cil rha miy: CHIRHANH CONG TY CO PHAN DUGC PHAN TRUSHG THO
rancmasemees LMY, G0 FI3, KON Ha X4, P. Lo Hoa, TP. Nam Dinh, th Nam Dinh
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Rx
EPERIX 50
Thude néy chi diing theo don thudc
Pé xa tam tay tré em

Poc ky hieéng dan sir dung trieée khi diing

1. THANH PHAN CONG THU'C THUOC

MB&i vién nén bao phim chira:

Théanh phan dicge chat: Eperison hydroclorid 50 mg

Thénh phdn td diege: Lactose monohydrat, cellulose vi tinh thé 101, PVP K30, magnesi stearat,
hypromellose 15 cps, PEG 6000, titan dioxid, talc, oxid st vang

2. DANG BAO CHE

Vién nén bao phim.

MO ta: Vién nén bao phim hinh tron, mau vang, canh va thanh vién lanh lan.

3. CHi PINH

Diéu tri cac triéu chirng co cling trong bénh da xo ctimg va co cing trong cac bénh ly & tuy ,!
song, thoai héa, chan thuong hodc khoi u. Diéu tri co ciling ¢6 ngudn gdc tir nfo.

Diéu tri co cimg co thir phat do cac bénh ly xwong khép (viém khdp co, viém quanh khép vai,

dau thit lung, dau co noéi chung). |
4. CACH DUNG, LIEU DUNG |
Thudc ding dudng udng.

Ngwoi lon

Pé didu tri co cimg, lidu khuyén cdo 14 300 mg mdi ngdy, chia 1am 3 l4n sau bita an.

Dé diéu tri cac bénh ly xuong khép, lidu khuyén cdo 1a 150-300 mg mdi ngay, chia lam 3 lin

sau bita #n, tiy thudc vao mirc dd nghiém trong ctia cdc tri¢u chirng,.

Nguwoi cao tubi
() bénh nhén cao tudi, khi c6 sy thay ddi chirc nang gan vi/hodc than, nén xac dinh céc bién |
phap diéu tri nhu giam liéu dudi sy gidm sat cht ché. |
Khuyén co khong duge vuot qua lidu 150 mg mbi ngay. |
Tréem

Viée str dung eperison khong duge khuyén cdo & tré em do con thiéu dir liéu lam sang.
5. CHONG CHI PINH

Qua mén v&i bit ky thanh phan nao cla thube.

Phu nit ¢6 thai va cho con bu.

Suy gan ning.

Li5 |
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6. CANH BAO VA THAN TRONG KHI DUNG THUOC

O nhirng bénh nhin méc bénh gan va/hodc bénh than, nén theo ddi chirc ndng gan va/hodc than.
Mic du khong quan sat thiy nhitng thay ddi dang ké vé& cac thong sb huyét hoc va chirc nang
gan & ngudi, tuy nhién viée thyce hién kiém tra dinh ky khi diéu tri kéo dai vAn dugc coi 13 hitu
ich.

Thude nay cé chira lactose. Bénh nhan ¢ vén dé di truyén hiém gip vé khong dung nap
palactose, thiéu lactase hoan toan hodc kém hip thu glucose-galactose khong nén ding thube
nay.

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

Miic du tét ca cac nghién ctru duge thue hién trén dong vét khong cho thdy kha ning gy qudi
thai, eperison véan bj chéng chi dinh trong thdi ky mang thai va cho con bi. Khi can ding
eperison, nén ngimg cho con b.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Cén diic biét than trong khi 1ai xe hodc vén hanh méay méc vi eperison c6 thé 1am giam mic do
tinh tdo.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tdc ciia th nbce:

Cén dic biét than trong khi didu tri ddng thoi véi cac salicylat, vi nbéng d6 trong mau ctia cac
thudc nay s& giam khi diing dbng thoi vai eperison. Tuong ty cling can than trong khi diéu tri
ddng thoi véi thude chen kénh calci, tac dung ha huyét ép cua céc thude nay co thé tang lén.
Twong ky ciia th uc:

Do khdng ¢6 cac nghién ciru vé tinh trong ky, clia thude, khong trdn 14n thudce nay véi cac thude
khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Vi ¢6 thé xay ra sbc va phan tng dang phan vé nén bénh nhén can duoc theo dbi can thén.
Trong trudmg hop ¢é cic triéu chirng nhu do da, ngira, may day, phit méat hodc céc by phén khac
va khé thé, nén ngimg diéu tri va thuc hién céc bién phép thich hop.

Céc bénh trén da nghiém trong nhu hdi chirng Stevens-Johnson hoéc hoai tir biéu bi nhiém ddc
(hdi ching Lyell) c6 thé xay ra. Trong truong hop ¢6 cdc triéu chimg nhu s6t, ban do, mun
nude, ngira, sung huyét mét hogic viém miéng, phai ngimg didu tri va thue hién cac bién phap
thich hop.

Céc tac dung khong mong mudn lién quan dén eperison, dugc bdo céo trong céc thir nghiém
1am sang va trong qua trinh giam sat sau khi dua thudc ra thi trudng trén hon 12.000 bénh nhén,
duge phén loai theo hé co quan va tAn sudt nhu sau:

RAt thuong gap (> 1/10)
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Thuong gip (= 1/100 dén < 1/10)

ft gap (= 1/1.000 dén < 1/100)

Hiém gip (= 1/10.000 dén < 1/1.000)

Rét hiém giip (< 1/10.000) bao gdm céc bao cdo 1¢ té

Cic xét nghiém

Thuong gip: Tang nong dd AST, ALT va phosphatase kiém trong méu
{t gap: Tang ndng do nito uré trong mau

Rbi logn tim

Thudng gip: Panh tréng nguc

R&i logn mdu va hé bach h uyét

ft gap: Thiéu méau

Réi loan thin kinh

R4t thudng gip: Budn ngu, dau déu, 14 1dn

Thudng gip: Chong mit, choang véang, thay dbi tAm trang, run (& tir chi), giam cam giac
Réi logn tiéu héa

RAL thuong gap: Dau bung, tiéu chay, budn ndn, non, tio bén, khé chiu & da day, kho tiéu
Thuong gap: Viém miéng, bung to

R&i logn thiin va tiét niéu

Thudng giip: Tiéu khong tu chi, bi tidu

ft gap: Cam giac c6 cin nuéc tiéu, protein niéu

Réi loan da va mé dwdi da

R4t thuong gip: Phat ban da

Thudng gip: Ngiia, tang tiét mo hdi

R4t hiém gzip: Hoi chimg Stevens-Johnson, hoai tr biéu bi nhim ddc (H6i ching Lyell)
Réi logn co xwong va mé lién két

Thuong gip: Cing co, giam truong luc co

R&i logn chuyén héa va dinh dwing

RAt thudng gap: Chéan in

Roi logn mach

Thuong gap: Nong bing

Roi logn toan thin va tyi ché diing thude

Rét thuong gip: Suy nhuge, mét moi

Thuong gip: Phu, khat mrde

Réi logn mién djch

Rat hiém gap: Soc va phan g phan vé
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Roi logn tam thin

Rét thuong gip: Mét nga

Céce tac dung khong mong mudn lién quan dén eperison thudng thodng qua va khéng cén diéu
tri.

Thong bdo ngay cho bdc sy hodic dwoc sy nhitng phin trng cé hai gip phai khi siv dung
thuic.

11. QUA LIEU VA CACH XU TRi

Trong trudong hgp vo tinh ding qua lidu, c6 thé xay ra tinh trang giam truong lyc co, diéu nay
ciing ¢6 thé anh hudng dén co hd hip.

Do chua c6 thude giai doc dac higu, nén thue hién céc bién phap didu tri thich hop nhét, nhu
rira da day va theo doi chirc nang ho hép va tim,

12. PAC TINH DUQC LUC HQC

Nhém duge Iy: Thube gidn co tac dung trung wong

Ma ATC: M03BX09

Eperison hydroclorid la thude gidn co, ¢6 co ché hoan toan méi trong diéu tri co cimg, co co va
cac con dau lién quan.

Hiéu qua cta nd duge theé hién thong qua mat loat cac tdc dung hiép dong:

675
- {rc ché su phong dién tu phat cuia cac neuron vin dong gamma & tiy séng, tham gia true tiép 5 .;\(
vao cic co ché chiu trach nhiém diéu chinh truong luc co; r;I‘\,(\J _
- ting luu lwong méu & nhitng viing bi tang truong luc co thong qua tac dong l1én cac kénh calci i 'l'i':'J(‘l/,
phu thudce dién thé va calmodulin & cz“'np do té bao co tron; /“

- ¢6 tac dung giam dau nho tac dung doi khang chit P & cp do tay song.

13. PAC TiNH DUQC PQONG HQC

Eperison duge hip thu nhanh & dudng tiéu hda, dat ndng do tbi da sau 1,6-2 gid, véi thoi gian
bén thai trong huyét tuong 1a 1,59 gio.

Eperison dugc chuyén hoa & gan thanh céc chit chuyén héa khong cé hoat tinh khéc nhau, duge
thai trir 76,6% qua than va 23,4% qua phén.

G ngudi cao tudi, duge dong hoc cham hon véi thoi gian ban thai trong huyét twong la 2,57
gio.

O bénh nhén xo gan, thoi gian ban thai trong huyét trong 14 6,6 gid; & bénh nhén suy than ning
(creatinin > 2 mg/100 ml), thoi gian béan théi 1a 6,56 gio.

Nhimg dit liéu nay phai duge xem xét khi didu chinh liéu trong thoi gian diéu tri kéo dai &
ngudi cao tudi va nhitng ngudi bi xo gan va suy than,

14. QUY CACH PONG GOI

Hop 2 vi x 10 vién.
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Hop 3 vi x 10 vién.

Hop S vi x 10 vién.

Hop 10 vix 10 vién.

15. PIEU KIEN BAO QUAN

Noi kho, nhiét do khong qua 30°C, tranh dnh séng.

16. HAN DUNG

36 thang ké tir ngay san xuat.

17. TIEU CHUAN CHAT LUQNG THUOC

TCCS.

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

CONG TY CO PHAN DUQC PHAM TRUONG THOQ

Try s& chinh: S8 93 Linh Lang, Phudng Céng Vi, Quan Ba Dinh, Thanh phé Ha Noi, Viét Nam
Dia chi nha may: Chi nhdnh Céng ty Cé phin Duogc phim Truong Tho - Lé M1, Duong N3,
Khu Cong nghiép Hoa X4, Phuong Loc Hoa, Thanh phd Nam Binh, Tinh Nam Dinh, Viét Nam
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