bY

§SA145]

https://trungtamthuoc.com/

dueop aﬂo u Pl
“ S p\%.@
ongiofbs )

&/
& 2 .9...44\_.\
Apupul, 1wyd ® npd UHYBNPEIL (g

F 8upyy 9 Ae3N WOH'AL

05

Jjo= wigu

Read carefully the enclosed Inserl before use.
Do not exceed recommended dosage.
Store at temperature below 30°C, in a dry place,

protect from light.
WHO-GMP

OPV PHARMACEUTICAL JOINT STOCK CO.
No. 27, 3A Strest, Bien Hoa Il Industrial Zone,
An Binh Ward, Bien Hoa City, Dong Nai Province.

COMPOSITION:
Each film coated tablet contains:

Excipientsg.s........... .. .
Indications, administration. dosage,

contraindications and other information:
Sea the insert

Keep out of reach of children
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LAMPINE® 2
Lacidipin

Thud ban theo doi  .
D& xa tam tay/ tvé em- \2
Doc ki hudng din bﬁ’ ﬂuﬂg trtrun khl ding

Théng bdo ngay cho hawsy hwac dugc sy nhirng tadc dung khong mong mubn gap phai khi st

dung thudc

PHAN 1. HUGNG DAN SU DUNG THUGC CHO NGUG! BENH

1. THANH PHAN, HAM LUGNG CUA THUGC: M&i vién nén bao phim chifa:

Hoat chat: Lacidipin .......... 2 mg
T4 dugc: Lactose monohydrat, povidon K30, lactose dap thing, croscarmellose natri, magnesi stearat,
opadry Il white.

2. MO TA SAN PHAM:

Vién nén bao phim, hinh trdon, méu trdng dén trdng nga, hai mit tron va 18i, canh va thanh vién lanh
[&n.

3. QUY CACH DBONG GOI:

Hop 4 vi x 7 vién nén bao phim.

4. THUGC DUNG CHO BENH Gi:

LAMPINE chiia hoat chét lacidipin, thudc nhom thufc chen kénh calci. LAMPINE gidp gian mach méu
clia ban dé chang rong hon. Diéu nay giip mau luu thong dé dang hon va 1am gidm huyét ap.
LAMPINE ufng déu dan theo quy dinh clia bac sy s& gilp gidm huyét 4p clia ban (d€ diéu tri ting
huyét ap).

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:

Cdch dong:

Dung dudng uéng. Nubt vién thubc vai mét ly nue. Khong nén ubng véi nudc ép bubi chim.

Ding LAMPINE ding theo chi din cla béc sy. Hay hoi bac sy clia ban néu ban khong chic chén.
Diéu quan trong 12 phai udng dang liéu vao ding thoi diém trong ngay.

Liéu ding:

Ligu khdi ddu théng thudng 12 2 mg médi budi sang.

Sau 3-4 tudn, liéu co thé dugc ting 18n 4 mg mdi budi séng.

N&u cédn thigt, c6 thé tang liéu d&n liéu t6i da hang ngay: 6 mg mdi budi sing.

6. KHI NAO KHONG NEN DUNG THUGC NAY:

Khéng ding LAMPINE néu:

- Ban dang co thai, c6 khd nang cd thai hodc dang cho con bu.
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- Ban qua man véi lacidipin, thudc chen kénh calci khdc hodc bat cu thanh phdn nao clia thudc.
- Ban c6 vdn dé vé tim “hep dong mach chi. Tic 1a van tim bj hep, né Iam han ché& dong chay
clia mau ra khoi tim.
- Ban da c6 mdt con dau tim trong thdng trudc.
7. TAC DUNG KHONG MONG MUGN:
Hay théng bdo cho béc sT clia ban ngay Iap tiic néu ban nhan thdy bat ky tac dung phu nghiém trong
sau ddy - ban c6 thé cén diéu tri y t& khdn cdp:
Dau thdt nguc, ddy 1a mot loai dau nguc. Diéu nay it gdp 6 nhiing ngudi dang dung LAMPINE va c6
thé xdy ra khi ban bét ddu dung thudc nay.
Phén (ing di tng, céc du hiéu co thé bao gom: Sung nhanh chéng mit, miéng va cd hong cé thé
gdy kho thd.
Phé bién, (c6 thé dnh hudng dén 1 trong 10 ngudi)
Chéng mat, nhic ddu, nhip tim nhanh hay khéng déu (con goi la dénh tréng nguc), do bling mat,
sung dic biét clia mit c4 chan. Nhiing tdc dung phu ndy thudng mat di khi tiép tuc diéu tri.
Nhip tim nhanh
Dau bung, cdm gidc khéng khoe (budn ndn)
Phat ban, dd da, ngda
Su gia ting luong nuéc tiéu
Cam thay yéu ‘
Nhiing thay déi trong két qué xét nghiém méu lién quan dén gan cla ban

1t gap, (c6 thé dnh hudng dén 1 trong 100 nguoi)

Pau nguc (dau thit nguc) bao gém dau nguc ngay cang nghiém trong.
Ha huy&t 4p vi du nhu cdm thay yéu 6t, ngét xiu
Sung nu6u rang
Hiém gdp, (c6 thé dnh hudng dén 1 trong 1000 ngudi)
Sung nhanh chéng mat, miéng va ¢6 hong c6 thé gy kho thd.
NGi may day
Chudt rat
R4t hiém, (cd thé anh hudng dén 1 trong 10000 nguoi)
Run
Trdm cam
Théng bdo ngay cho bédc sy hodc dugc sy nhiing tic dung khdng mong muén gdp phai khi su dung
thuéc.
8. NEN TRANH DUNG NHOUNG THUOC HOAC THUC PHAM Gi KHI BANG SU' DUNG THUGC NAY:
Tham van v kién bac sy tru6c khi ding LAMPINE néu ban dang sl dung mdt trong céc loai thuéc
hodc thuc phidm sau:
- Thudc tri ting huyét ap.
- Thubc kiém soat nhip tim goi 12 “thu6c chdng loan nhip”.
- Thubc tri trdm cam goi 1 “thuBc chdng trdm cam ba vong”.
- Thusc ngl hay thudc an thén.
- Thubc khang sinh.
- Thudc khang histamin, dung cho sot co khé va di ing khac.

W/
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Cimetidin dugc si dung cho cdc van dé vé da day.
Tetracosactid va corticosteroid.
Nudc ép budi chum.
9. CAN LAM G KHI MOT LAN QUEN KHONG DUNG THUGC:
Néu ban quén ding thudc vao budi sdng, ding né ngay khi ban nhd trong ngay. Tuy nhién, néu ban
nhé vao ngay hém sau, dung liéu binh thudng vdo budi sing clia ngay do. Khong ding gap doi liéu
dung.
10. CAN BAO QUAN THUOC NAY NHU THE NAOD:
O nhiét do dudi 30°C, noi khd rdo, tranh anh séng.
11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOGC QUA LIEU:
Khong c6 bdo cdo qud liéu lacidipin. Céc triéu chiing dugc du dodn bao gém gidn mach ngoai bién
kéo dai k&t hgp vai ha huyét 4p va nhip tim nhanh. C6 thé xay ra chdm nhip tim hofc din truyén nhi
that kéo dai.
— 12. CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO:
Néu ban diing LAMPINE qué liéu khuy&n céo thi ban cdn phai:
e Thong bdo ngay cho béc sy hodc dén bénh vién gin nhat.
o Nhé mang theo nhan thudc hoic lugng thubc con lai d& bac sy biét thuSc ma ban da dung.
13. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:
Ban nén ngifng ubng LAMPINE néu ban co con dau nguc (dau thit nguc) hodc mach yéu nhanh, thé
ndng nhanh, ha huy&t 4p, da lanh, mdi xanh hodc cam thdy chéng mat, ngat, y&u hodc bi bénh.
Can than trong va tham vin y ki€n bdc sy trudc khi dung LAMPINE néu ban:
- C6 nhip tim khdng déu hodc bat ky van dé tim mach khac.
- (6 ho¥c da tiing c6 bat ky van dé& vé gan.
Cac xét nghiém:
N&u ban c6 bat ky xét nghiem méu nao thi ban nén thdng béo v6i ngudi ra thit nghiém rang ban
dang dung thudc nay. Do LAMPINE c6 thé dnh hudng két qud c lién quan dén gan cia ban.
Thubc nay c6 chira:
Lactose. Néu ban da biét rdng ban khéng dung nap mot vai loai dutng thi hay thong bdo cho bdc sy
tru6c khi st dung thudc nay.
Thdi ky mang thai va thdi ky cho con bu: Khéng dung LAMPINE néu ban dang c6 thai, ¢6 khd néng
¢ thai hodc dang cho con bu.
Anh hudng cia thuéc doi vdi céng viéc: Thusc ndy co thé géy chéng mat. Néu diéu nay xdy ra thi
ban khéng nén lai xe, van hanh may méc, lam viéc trén cao va cdc cong viéc khac.
14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:
Trong trudng hop qué liéu hodc tdc dung khéng mong mudn.
Khi dang dung thuc khdc hodc mot loai thuc phdm.
N&u c4n thém théng tin xin héi y kién bac sy hodc dugc sy.
15. HAN DUNG CUA THUOC: 36 thang ké tif ngay san xudt. Khong dung thudc khi qué han ding.

v
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PHAN II. HUGNG DAN S’ DUNG THUOC CHO CAN B0 Y TE
1. DUQC LUC HOC:
Nhom duge Iy: Thubc chen kénh calci, ddn chat dihydropyridin
Ma ATC: COBCAQ9
Lacidipin 1a mot chat doi khéng calci manh va dic hiéu c6 tdc dong chon loc cao doi véi kénh calci
trén ca tron mach mau. Tac dong chinh cla thudc 1a 1am gidn tiéu déng mach ngoai vi, gidm stc can
mach mau ngoai bién va giam huyét ap.
2. DUGC BONG HOC:
Sau khi udng, lacidipin hdp thu nhanh qua dudng tidu hoa. Sinh kha dung tuyét ddi trung binh khodng
10% do chuyén hda mét phén I6n 6 pha ddu tién tai gan. Néng dd dinh trong huyét tuong dat dugc
trong khoang 30 dén 150 phit. Thudc duge dao thai chii y&u do su chuyén héa & gan (gbm cytochrom
P450 CYP3A4). Khdng c6 bdng chiing cho thdy lacidipin gdy cam iing hoic (c ché enzym gan.
Khodng 70% liéu dung dugc ddo thai dudi dang chat chuyén héa qua phan va phén con lai dugc dao
thai du6i dang chit chuyén héa qua nuc ti€u. Thoi gian ban hly cudi cung trung binh cla lacidipin
trong khodng 13 dé&n 19 git 6 trang thdi 6n dinh.
3. CHi DINH:
LAMPINE dugc chi dinh dé diéu tri ting huyét dp c6 thé dung don trj hodc k&t hop “di céc thudc tri
ting huyét 4p khdc, bao gém céc thudc déi khang thu thé B-adrenergic, thudc |0I tiéu, va thuéc dc ché
enzym chuyen anglotensm
4. CACH DUNG, LIEU DUNG:
Cach dung: Ding dudng ubng
Liéu ding:
Nguai Ién
Vigc diéu tri ting huy&t 4p nén diéu chinh theo miic d ning ctia bénh va theo ddp dng cla ting cd
nhan.
Liéu khdi ddu khuyén cdo Ia 2 mg, udng mot I&n mbi ngay. C6 thé tang liéu 1én dén 4 mg (va sau do,
néu cdn co thé ting liéu 1&n 6 mg) sau mot thdi gian cho phép dé tac dung dugc Iy dugc nhan biét r
rang. Trong thyc t€, thi gian nay khong nén dui 3-4 tudn. Liéu hang ngay trén 6 mg khong co biéu
hién ddng k& hon vé mit hiéu qua.
Nén udng thuc vao mot thai diém nhat dinh trong ngay, t6t nhdt vao budi sdng. Diéu tri véi lacidipin
c6 thé kéo dai vd thoi han.
Bénh nhan suy gan: Sinh kha dung clia lacidipin c6 thé ting I&n va téc dung ha huyét &p ciing tang.
Nhiing bénh nhan nay cin dugc theo ddi ky, va trong trudng hop nghiém trong nén giam liéu.
Bénh nhin méc bénh than: Lacidipin khong dao thai qua than, khong cdn diéu chinh liéu cho nhiing
bénh nhan nay.
Tré em: Khong c6 kinh nghiém dung lacidipin @ tré em.
5. CHONG CHI DINH:
- Qud mén v6i bdt cli thanh phin nao cla thuc.
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- Cing nhu céc thudc ddi khang calci khdc, nén ngung dung lacidipin & nhiing b&énh nhan cé biéu
hién soc do tim va chiing dau thdt ngyc khéng 6n dinh. Thém vao do, cic dihydropyridin ¢6 biu
hién lam gidm luu lugng mau dong mach vanh & nhiing bénh nhan bj hep dong mach chii va &
nhitng bénh nhén nay chéng chi dinh ding lacidipin.

- Lacidipin khong dugc diing trong thdi gian hodc trong vong 1 thédng bi chiing nhdi mau ca tim.

6. LUU Y VA THAN TRONG:

- Chi duoc dung lacidipin vGi than trong ddc biét & nhiing bénh nhan c6 tién si di dGng voi
dihydropyridin khdc, bdi vi cd nguy cd phan (ng chéo.

- Trong céc nghién ciu chuyén nganh, lacidipin khdng cho thdy c6 dnh hubng I&n chiic ning tu
dong cla nut xoang hay gdy ra sy kéo dai dan truyén trong nat nhi that. Tuy nhién, cling nén chu
y v& mat ly thuyét, khd ndng tdc dung clia chat déi khéng calci 4nh hung dén hoat dong clia cic
nit xoang va nit nhi that, va theo doi c4n than bé&nh nhan c6 tién st bat thudng hoat dong cla
cdc nit xoang va nit nhi that.

- Né&n ding lacidipin than trong & nhiing bénh nhan c6 khodng QT kéo dai bdm sinh hay bi mic
phai. Lacidipin cling nén dung than trong & nhiing bénh nhan da diéu tri déng thoi voi cac thudc

Y’ lam kéo dai khodng QT nhu cac thudc chdng loan nhip nhém | va Ill, thudc chdng trdm cam 3
vong, vai thudc chdng loan thdn, thudc khang sinh va céc thudc khang histamin.

- Can cdn than khi dung & bénh nhan suy gan vi c6 thé 1am tdng téc dung ha huyét 4p.

- Tinh an toan va hiéu hic cla lacidipin trong diéu trj ting huy&t ap 4c tinh chua dugc thiét Iap.

Thubc nay cd chia: _

Lactose. Bénh nhdn c6 vdn dé vé di truyén hi€m gdp khong dung nap galactose, thigu hut Lapp

lactase hodc kém hdp thu glucose-galactose khdng nén dung thudc nay.

Thoi ky mang thai va thoi ky cho con bu: Khong ¢6 so liéu vé tinh an toan cla lacidipin khi ding cho

phu nf mang thai. Nghién clu trén ddng vét ciing cho thdy khdng c6 tac dung gay quéi thai ciing nhu

lam t6n thuong su phat trién thai nhi.

Nghién clu v& kha ndng bai tiét qua siia & siic vat, cho thdy réng lacidipin (hay chdt chuyén hoa cla

nd) hau nhu khéng dugc bai tiét ra qua sia. Chi nén dung lacidipin cho phu nii ¢é thai hay nudi con

ba khi lgi ich diéu tri cho ngudi me cao hon kha ndng c6 thé xay ra tic dung ngoai y cho thai nhi hay
o/ tré so sinh.

Anh huéng cda thuéc doi véi cong viée: Lacidipin ¢ thé gdy chong mat. Beénh nhan khong nén ldi

xe, van hanh may mdc, lam viéc trén cao va cac trudng hgp khac néu cam thdy chéng mdt hodc cé

c4c triéu ching lién quan.

7. TUONG TAC THUOC:

- Ding déng thoi lacidipin v6i céc thusc khéc c6 tac dung ha huyét ap bao gom céc thudc trj tang
huy8t ap (nhu thubc loi tiéu, thusc d6i khéng thu thé B-adrenergic hodc thudc dc ché enzym
chuyén angiotensin) c6 thé lam ting thém tic dung ha huyét dp. Tuy nhién, khong co van dé
tiiong tac vé dugc lyc hoc dugc nhan biét trong cdc nghién ciu véi céc thubc lam ha huyét ap noi
chung hodc véi digoxin, tolbutamid hodc warfarin.

- Nbéng d lacidipin trong huy&t tuong cé thé ting I&n khi dung dbng thdi véi cimetidin.

- Cing nhu c4c thudc dihydropyridin, khong nén dung lacidipin v6i nuéc ép buGi chum vi sinh kha
dung c6 thé bj thay ddi.
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- Lacidipin lién két manh (>95%) v6i albumin va alpha-1-glycoprotein.

- Trong cac nghién ciu lam sang 6 bénh nhén ghép thdn dugc diéu tri bing cyclosporin, lacidipin
ddo ngugc sy suy gidm dong chdy trong huyét tuong than va do loc cdu thdn gdy ra boi
cyclosporin.

- Lacidipin dugc chuyén héa bdi cytochrom CYP3A4, do do, cic chdt Gc ch& va gdy cam (ng
CYP3A4 (nhu rifampicin, itraconazol) khi dung déng thdi co thé tuong tac Ién sy chuyén héa va
thai trir cla lacidipin.

S dung ddng thdi lacidipin va corticoid hay tetracosactid ¢6 thé lam gidm téc dung ha huyét 4p.

8. TAC DUNG KHONG MONG MUON:

Lacidipin thubng dugc dung nap t6t. Vai trudng hop co thé bi mdt s6 tdc dung phu nhe lién quan dén

tac dung dugc Iy cla sy gidn mach ngoai bién. Tac dung phu thudng thdy nhat 1a nhirc dau, do bing

mat, phd, chéng mdt va dénh tréng ngyc. Céc tdc dung phu ndy thubng thodng qua va bién mat khi
ti€p tuc dung lacidipin.

Nhu véi cic dihydropyridin khac, ning hon con dau thdt nguc tiém &n dd dugc ghi nhdn & mét sb it

bénh nhan, dic biét 1a vao lic bdt ddu diéu tri. Diéu ndy c6 nhiéu kha ndng xay ra & nhiing bénh

N nhdn c6 bénh tim thiéu méau cuc bd cd tridu ching. Nén ngung lacidipin dudi su gidm sat y t& & céc
bénh nhan tién tri€n dau thit nguc khéng 6n dinh.

Thudng gap, 1/100 < ADR < 1/10
Hé than kinh: Chong mt, nhdc ddu
Tim: Danh tréng nguc, nhip tim nhanh
Mach: Do biing mat
Tiéu héa: Bung khé chiu, budn nén
Da va mé dudi da: Phat ban, ban d6, ngda
Théan va tiét niéu: Da niéu
Toan than: Suy ahuge, phi né
Khéc: Tang phosphatase kiém trong mau.

It gép, 1/1000 < ADR <1/100
Tim: Ng4t, con dau thit nguc
Mach: Ha huyét ép

o Tiéu héa: Tang san nudu

Hiém gap, 1/10000 < ADR <1/1000
Da va md du6i da: Phu mach, may day
Cd xudng va md lién két: Co thit co bap.

R4t hiém gdp, ADR < 1/10000
Tam thén: TrAm cdm
Hé than kinh: Run.

9. QUA LIEU VA XU TRi:

Trigu ching: Khong c6 bdo cdo qua lidu lacidipin. Cac triéu ching dugc dy dodn bao gbm gidn mach

ngoai bién kéo dai két hgp v6i ha huyét ap va nhip tim nhanh. C6 thé xay ra cham nhip tim hodc dén

truy&n nhi that kéo dai.
Cdch xi7 tri: Khong c6 thudc gidi doc dic hidu. Viéc xii Iy chudn thudng dung la theo ddi chiic ndng
tim va cdc dung cdc phuong phép diéu tri hd trg thich hop.
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10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khong diing qua liéu chi dinh.
11. TEN, DIA CHI, BIEU TUGNG CUA CO SG SAN XUAT:

Pharmaceuticals
CONG TY CO PHAN DUGC PHAM OPV
S6 27, Buong 3A, Khu Cong Nghiép Bién Hoa Il, Phuting An Binh, Tp. Bién Hda, Tinh Déng Nai.
PT: (061) 3992999 Fax: (061) 3835088

12. NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:

TUQ.CYC TRUONG
F.IRUGNG PHONG

o U Mint, Hang



