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MAu nhan thiét ké vi va hop 100 vién
san pham ELVUD 50
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Teprenone 50 mg tranh anh sang va m

Chi djnh, cach ding, chéng chi Dé xa ?Jm tay tré em |
dinh va cdc théng tin khac: Doc ky huomg dén si dung

Xem huédmg dln si dung trong hp trude khi dong

Tiéu chudn: Nha san xudt

San xuat tal |
CONG TY CO PHAN DU'QC APIMED

Dudmng N1, cum CN Phi Thanh-Vinh Thanh

%8 Vinh Thanh, huy8n Nhon Trach, BOng Nai |
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Compaoslition Storage |
Each hard gelatin capsule containg Store in tempearsture below 30°C

Tepranans S0 mg prolect from light and mosture

Indication, administration, Keep out of reach of children
contraindication and other informations. Carefully read the laaflet before use
Xem hudng aln sl dung trong hip

Specification: In-House

Manufactured by
APINED PHARMACEUTICAL JSC
Streot N1, Phu Thanh-Virh Thanh industrial Cluster

vVinh Thanh Commune, Nhon Trach District Dong Nai Province
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M&i vién nang cirng co chira: Teprenone 50 mg

APINEd

Chi dinh, cach dung, chéng chi dinh
va cac thong tin khic

Xem hudmg olin sir dung trong hi
Bao guidn:

Bdo quan & ntwit &0 ducn 30°C_ trinh
&nh sty va Am

Tidu chudn: Nha sdnr sl

Hép 3 vi x 10 vién nang cirng

Dé xa thm tay tré om
Doc ky huomg dén sur dung truoc khi dung

San xudt ta
CONG TY CO PHAN DUQC APIMED
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wfl Vinh Tharh, huyén Nham Trach, Déng Nai

hrémg N1, cym CN Pru Thanh-Vinh Thanh
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Indication, administration,
contraindication and other informations
See ha enciosed eaflet Nsoe

Storage
Store 0 IeTiperatore below 30°C protect
from kght and moisture

Specification: In-House
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Keep out of reach of children.
Carefuliy read the leaflet before use

Manufactured by
APIMED PHARMACEUTICAL JSC

Streat N1, Phu Thann-Virih Thanh Industial
Ciustar, Vinn Thanh Commune, Nhon Trach
District, Dong Nl Provinoe
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Ry - Thube ké dom NG TV
ELVUD 56 coruin \ol
(Vién nang cirmg teprenkmé 50 mg) & .a Jf

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DﬁNG THUOC

Thubc nay chi ding theo don thuéc.

Doc ky huong ddn sir dung trudc khi ding.

Néu can thém thong tin, xin héi y kién bdc si.

Khéng dung qua liéu chi dinh.

Xin théng bao cho bac st biét cdc tdc dung khong mong mudn trong qua trinh sic dung.
Khéng dung thubc quda han sic dung ghi trén nhan.

Dé xa tam tay tré em.

THANH PHAN CONG THUC THUOC
M&i vién nang cimg c¢6 chira:
Hoat chit: Teprenone... .50 mg
Ta dwgc: tocopheml 31hcon dloxrde, manmtol sodmm launlsulfate, glycme, PEG 6000, talc,
nang cimg rong sb 4 (tring/tring).
DANG BAO CHE
Dang bao ché: Vién nang cimg.
Mo ta dang bao ché: Vién nang cimg sb 4, mau triing, bén trong chira bot thudc mau triing dén
vang nhat.
CHI PINH
- Cai thién céc ton thuong niém mac da day (loét trot, xudt huyét, sung d6 va phi né) lién quan
dén céc bénh 1y: viém da day cép tinh va dot cfp ctia viém da day man tinh.
- Loét da day.
CACH DUNG, LIEU DUNG
Liéu théng thudng cho ngudi 16m 1a 50 mg (1 vién), udng ba lin mdi ngay sau bixa in (liéu hang
ngay 150 mg teprenone).
C6 thé can hi€u chinh theo tudi ciia bénh nhén va mirc d nghiém trong cia céc triéu chimg.
CHONG CHI PINH
Bénh nhén c6 tién sir qua man véi teprenone.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Canlaylhmcrakhmwtmockhjsudung Neunuotphmmanhw,cécgocntpncuaw co thé dam
thiing niém mac thuc quan, giy tn thuong va c6 thé din dén céc bién chimg nghiém trong nhur viém
trung thit.
Sud lhuoc trén dbi biét
Ngum cao tuoi: & ngudi cao tudi, cic chuc nang sinh ly ciia co thé c6 thé bi suy giam, cin giam liéu
khi can thiét va theo doi chat ché trong qué trinh sir 'dung Elvud 50.
Tré em: Tinh an toan cia Elvud 50 chua dwoc thiét 1ap trén tré em.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Elvud 50 chi nén dugc sir dung cho phy nir ¢6 thai hodc nghi ngo ¢6 thai néu loi ich diéu tri mong
dot vuot trdi so vai nguy co cod thé xay ra trong qua trinh diéu tri.
Tinh an toan cia Elvud chua duge thiét lap trén phu nir ¢6 thai.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng ¢6 thong tin.
TUONG TAC, TUONG KI CUA THUOC
Chura c6 twong tic thude duge béo co.
TAC DUNG KHONG MONG MUON CUA THUOC
Céc téc dung khong mong muén dugce bio cdo & 52 trong sd 10.914 bénh nhan (0.48%). (Vo cubi
giai doan kiém tra lai).



Cic tic dung khdng mong muén c6 ¥ nghia 1dm sang (ty 1 chua biét) bao gém: Ri loan chirc niing
gan kém theo ting AST (GOT), ALT (GPT), y-GTP hogc Al-P, vang da.
Trong trudng hop c6 nhimg phat hién bét thuomg nhur vy, nén ngimg str dung thudc va thyc hién cac

bién phap thich hop.
Mt s tac dung khdng mong mudn khic:

H&T::;:"’ 0,1-5% <0,1% Ta"!:‘f;ﬁ&“g

HE tiéu hoa T4o bon, tiéu chay, buon nén, khd miéng,
dau bung, chudng bung

Gan Tang AST (GOT),

ALT (GPT) ’

H¢ thiin kinh Dau dau

Dj img Phit ban, ngira e

Khic Tang cholesterol toan phan, d6 vinéng | Giam tiéu cau
mi mét

QUA LIEU VA CACH XU TRI

Téi nay chua cé ghi nhin vé qua liéu thude. Khong co thude giai doc déc higu.

PAC TINH DUQC LUC HQC

Mi ATC: A02BX.

1. Téc dung chéng loét: Teprenone di duge chimg minh 1a c6 tac dung chéng loét manh déi véi
cac vét loét trén thuc nghiém khéc nhau & chudt (gdy loét bing gy stress do lanh, indomethacin,
aspirin, prednisolone, reserpine, acid acetic...) va rit hiéu qua d6i vi cac ton thuong niém mac da
day trén thyc nghiém khéac nhau (do acid chlorhydric, aspirin, rugu hodc tia xa).

Hon nira, trong mt thi nghiém trén chudt, teprenone da duge chimg minh 13 ¢6 kha niing rc ché
cac ton thuong niém mac da day do hop chét 48/80 hoac yéu 16 hoat héa tiéu ciu (PAF) lién quan
dén oxy hoat héa.

2. Tac dung tang chét nhiy da day: Teprenone thiic day tfmg hop va bai tiét chét nhay trong cac té
bao biéu md niém mac da day dugc nubi cly cb ngudn gbe tir chudt.

Khi c6 mit trong céc té bao nhay bé mat (supu‘ﬁcral mucous cells) va té& bao ¢b (neck cells) & da
day, teprenone lam ting san xudt chit nhiy tir cac té bao nay & chudt.

Teprenone 1am tang hoat dong cua cic enzyme trung gian smh ton hgp glycoprotein phin tir
lugng cao & chudt cong va phosphohpld & chudt lang, nhimg yéu to chinh dé t4i tao va bao vé
niém mac da day, dong thoi thic diy tdng hop va bai tiét glycoprotein phan tir lugng cao va
phospholipid & chudt va nguoi.

Ngoai ra, trén chudt va tho, teprenone lam ting ham lugng bicarbonate trong chit nhay da day.

3. Tac dung cytoprotect do thic diy ting sinh protein soc nhiét (HSP): Teprenone thic diy su
tang sinh ctia HSP60, 70, 90 trong té bao niém mac da day va cho thiy tic dung cytoprotect &
chudt lang.

4. Téc dung tang prostaglandin niém mac da day: Teprenone lam ting lugng prostaglandin E2 va
12 trong chat nhay da day cta chudt. O chut, co ché cha tac dung nay da duge chimg minh la nho
sir gia ting hoat dong cia prostaglandin synthetase.

5. Tac dung cai thién luu luong mau niém mac da day: Teprenone 1am ting luu lugng mau niém
mac da day & ngudi. Teprenone cai thi¢n sy giam luu luong mau niém mac da day & chudt thyuc
nghiém do ap lye ngam trong nuée.

6. Tac dung bao vé niém mac da day: Teprenone trc ché tén thuong niém mac da day giy ra boi
ruou & chudt.

Ngoai ra, teprenone trc ché tdn thuong niém mac da day giy ra boi ruou & tinh nguyén vién nam
truomg thanh khoe manh.

7. Tac dung duy tri can bf’mg ndi moi ciia viing ting sinh té bao niém mac da day: Teprenone tﬁnb
cudng sir tang sinh té bao niém mac da day da bi suy giam bai hydrocortisone & chudt, do d6 gitp
duy tri can bang ndi méi cua ving ting smh té bao niém mac da day. Teprenone thic diy ti tao
niém mac da day bi tdn thuong, sira chira vét loét do acid acetic & chudt.
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8. Téc dung irc ché qua trinh peroxid héa lipid: Teprenone {rc ché ca tdn thuong niém mac da day
do ddt chay ciing nhu sy ting néng 40 lipid peroxid trong niém mac da day & chuét.

Céc nghién ciru lam sang:

1. Tac dung cua teprenone trong viém da day cép tinh va dot cip cia viém da d&y man tinh da
duge kiém chimg trong mot thir nghiém 1am sang mu déi. Ty I¢ hi¢u qua chung déi voi bénh viém
da day la 68,6% (448/653).

2. Thir nghiém lam sang mu déi danh gia tac dung cua teprenone trong diéu trj loét da day ciing da
duge thue hién. Két qua cho thiy ti 1¢ hiéu qua cua thube déi vai loét da day 1a 81,0% (438/541).
Teprenone hi¢u qua trong cac truomg hop loét va loét tai phat.

PAC TINH DUQC PONG HOC

Néng thuoc do trong mau: 3 vién nang teprenone (150 mg teprenone) hodc 1,5 g bt pha dung
dich udng teprenone 10% dugc sir dung dudmg udng, sau bira an trén 12 tinh nguyén vién nam
khée manh trong mdt nghién ciru thiét ké chéo (cross-over dmgn) Nong do tcprenone huyét
thanh duge xéc dinh va duge thé hién trong hinh sau (Hinh 1). Nong dd dinh (Cpax) va dién tich
duéi duomg cong ndng d9 - thai gian (AUC 35) duge thé hién trong Bang 1.

(ng/mL)
20¢
—&— Vién nang cirng 50mg (3 vién)
f;:l ~——- 1.5 g bdt pha hén djch
£ 10% (150 mg)
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Hinh 1: Do thi biéu dién nong dé thuéc trong huyét thanh theo théi gian
Dang bao ché AUCp.32 Crmax
(pg.h/mL) (pg/mL)
Vién nang cimg 50 mg 7,831 + 0,822 2,195+ 0312
Bt pha dung dich uéng 10% 7,055 + 0,657 1,919 + 0,253

(trungbinh + sai s0 chudn, n = 12)
Bdng 1: Céc théng sé dwgc dong hoc trong qud trinh sir dung thuée

Anh huéng cua thirc in dén duge dong hoc cuia thude:
Trong mdt nghién ciru duge dong hoc thiét ké chéo (cross-over design), 3 vién nang reprenone
(ISOmg) duge sir dn,mg trén 18 tinh nguyén vién nam truéng thanh khée manh. 3 nhém doi twong
tham gia dugc udng thudc lan lugt 30 phut, 1 gior va 3 gio sau bira &n va duge do ndng do
teprenone trong huy¢t twong dé danh gi4 anh huong cua thire an 1én duge dong hoc cua teprcnone
Két qua duge thé hién trong Hinh 2 va Bang 2. Dién tich dudi duong cong nong dj - thoi gian
(AUCq.24) khéng c6 sy khac biét gitra khi ding thude 30 phit va 1 gir sau bira an; Khi ding thude
sau bira dn 3 gio, AUC24 giam khoang 23%.
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Néng a6 thubc trong huyét tuong

0

Théi gian (br)
Hinh 2: Dé thi biéu dién nong do thudc trong huyét tuwong theo thoi gian

Théi diém dung AUC)24 Can tanes
thude (pg.h/mL) (pg/ml.) (h)
30 sau bira in 4,768 + 1,368 2,087 + 1,041 54+0,5
1 git sau bira an 4,858 + 1,434 2,274+ 0,930 5,1+ 0,6
3 gid sau bira an 3,671 + 1,296 1,562 + 0,852 43+09

(trung binh + d¢ léch chuén, n=1 8)

Bang 2: Céc théng sé duoe dong hoc khi sie dung thuéc tai cdc thoi diém khéc nhau

QUY CACH PONG GOI: Hop 3 vi x 10 vién; Hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN: Bio quan & nhiét 4§ dudi 30°C, trénh 4nh séng va dm.
HAN DUNG: 36 thang ké tir ngay san xuét
TIEU CHUAN CHAT LUQNG: Tiéu chuin nha sin xuét.
TEN, PIA CHI CUA CO SO SAN XUAT
CONG TY CO PHAN DUQC APIMED

Duong N1, cum cong nghiép Pha Thanh - Vinh Thanh -
DPong Nai, Viét Nam

x4 Vinh Thanh, huyén Nhon Trach, tinh




