BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pijc lap - Tw do - Hanh phiic
Sb: 8704¢/QLD-DK Ha Néi, ngay 06thang 03 nam 20 25
V/v thay d6i, bo sung d6i voi thude
da cip GPKLH

Kinh giri: Cong ty C phﬁn Dugc Hau Giang
Pia chi: 288 Bis, Nguyén Vin Cir, phuwong An Hoa, qudn Ninh Kiéu, thanh pho
Can Tho

Tra 16i ho so so tlep nhan so 109219/TT91 ngay 28/10/2024 va cac tai ligu lién
quan clia cong ty vé viéc thay doi, bo sung ddi véi thude da duoc cap gidy dang ky
luu hanh;

Cian ctr Théng tu sb 08/2022/TT-BYT ngay 05/9/2022 cua Bo Y té quy dinh
viéc dang ky luu hanh thude, nguyen liéu 1am thudc;

Can cu Bién ban tham dinh ho so thay doi/bd sung cia cong ty, Cuc Quan ly
Dugc ¢6 ¥ kién nhu sau:

Bong y v61 nd1 dung dé nghi thay d6i, bo sung duoc phé duyét kém theo cong
van ndy doi voi thude Apitim 10, s6 dang ky VD-35986-22.

Ngoai ndi dung duoc phe duyet, cac noi dung khac gilr nguyén nhu hd so ding
ky thude luu tai Cuc Quan 1y Dugc.

Céc ndi dung thay doi, bo sung néu trén dugc thuc hién ké tir ngay ky cong van
nay. Riéng ndi dung thay d6i, sau 12 thang ké tir ngay ky cong van nay, cong ty
phai thuc hi¢n theo ndi dung thay d6i da duoc phe duyét.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién dung cac quy dinh vé
dang ky lIuu hanh thuoc.

Noi nhg?n: KT. CUC TRUONG
-Nhutrén; PHO CUC TRUONG
- Cuc trudong (dé b/c);

- Luu: VT, DKT ().

Nguyén Thanh Lam
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CS% wit tai: CONG TY CO PHAN DUGC HAU GIANG -
c?\tnh nha méy dugc phdm DHG tai Hau Giang

Apitim10

Amlodipin
{dudi dang omlodipin besilot) ...10 mp

DHG PHARMA
{ $616SX: HD:
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THANH PHAN:

Amlodipin (duif dang amlodipin besilat) ..... 10 mg
T8 dUgC V0 .o B
CHi BINH - CACH DUNG - CHONG CHi BINH VA
CAC THONG TIN KHAC:

Xem trong 1 hudng dén sif dyng thudc kém theo.
TIEU CHUAN: TCCS.

DE XATAMTAY TREEM. | ) )
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
BAO QUAN: Ndi kho, nhiét b khéng qua 30°C,

trénh dnh sdang.

1

935206

I

019872

Ngay SX (Mfg. date):
$6 16 SX (Batch No.):
HD (Exp. date):

Ry THUGC KE DON

\

Apitim10

Amlodipin 10 mg

DIEU TRI TANG HUYET AP

HOP 3 Vi X 10

VIEN NANG CUNG

@ DHG PHARMA

Sdn xudt tqi:
. 2 s e
CONG TY CO PHAN DUGQC HAU GIANG -

Chi nhanh nha mdy dugc phdm DHG tai Hau Giang
L6 B2 - B3, Khu céng nghiép Tan Pha Thanh - giai doan 1,
xa@ Tén Pha Thanh, huyén Chéau Thanh A, tinh Hau Giang

DT: (0293} 3953454 » Fox: [0293) 3953555

SDK (Reg. No.): VD-35986-22
Moi théc méc vé san pham,

xin vul 16ng lién he
| @ 0292.3899000 ]

www._ghgpharma.com.vi
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- Qua man vdi ¢lin chét dihydropyridin, amiadipin hodc bat ky thanh phdn nio clia thudc

- Suy tim huy&t dgng kiding dn dinh saucdn nhdi mau ¢d tim ¢dp.

- Téc nghén dudng ra thit 1rdi (hep ddng mach chii ndng).

cANH BA0 VA THAN TRONS KHI DUNS THUC

Chua xdc dinh d§ an toan vi higu qua ciia amiodipin trén con tng huydt 4p (gbm tng huyst dp khdn
¢Ap, tBng huyét dp cdp o).

Bénh nhdn suy fim

C4n than trang khi didu tri trén bénh nhén suy tim. V& lau dai, & bénh nhdn suy tim ndng {tiéu chudn
NYHA nhérm 11 v V) 0 ghi nisén ¢4c trsdng hap phil phdi wii n sudt cac han trén nhdm s dyng
amigdipin.

Gac thudc chen kénh caigi, bag gdém c3 amindipin, cdn st dung thin trang & bgnh shin sty tim sung
huyét va co th lam tEng nguy o bigh e tim mach va tlr vong trong tuang lai,

Bénh ndn suy gan

Thii gian bdn thai kéo dai va AUC tang gao hdn & bgnh nhan suy gidm chic nang gan, chua xdc djrh
1iéu diing khuyén sdo. Can bt dAu vdi tidu & gldi han dudi clia khodng ligu va theo dal edn than ki ca lic
bit d4u didu trj v khi Eing liéu. V3 bénh nhan suy gan ning ciing cdn chinh lidu cham va thea ddi cin
than.

Nouiti eao tuéi

Cén than trgng khi ting lidu trén cdc d6] tugng nay.

Bénh nhén suy thin

Lt AL o RSN AL 13 ARRY Lete LAY LU N TR TR B R T MR B e
Rii laan vé hé hip. ngut va trung tht: it gip: Khé thé, vidm mii, R4t higm gap: Ho.

Rdi foan v4 lidu hda: Thuting gap: Dau byng, bubn non. it gap: Nan, kho tidy, thay d6i chic nang ruat
{gdim tiéu chiy, tia bon), khd midng. RAt higm gip: Vigm tuy, viém da diy, ting san nudu ring.

Réii loan h@ gan 3t R4t hidm gip: Vigm gan, vang da, Bing men gan (thudng di kem ( mat)

Réi loan da va mé dudi da: [t gip: Hal, ban xusit huyét, d8i mau da, tang sia td da, ngita, mén da, phat
ban. Rat hiém gdp: Phi mach, hdng ban da dang, mé day, viém da troc vy, hii ching Stevens -
Johnsan, phit Guinck, nhay cdm &nh sdng.

Réi foan £ xuong vi md lida ket Thuding gdip: Phd mit cd chén. it g&p: Dau khdp, dau ed, chugt rit, dau
Jung.

Rii [oan vé than vi hg nigu: it gip: R loan tidu tign, tidu dém, tidu nkidu 13n.

R foan v& hé sinh s3n v& ngue: [t g2p: B4Y e, sing i

Céc r6i loan khdc: Thudng géip: Phit, mét mai. it gp: Dau nue, sty nhuge, dau, kho chiu.

Can lam sang: [t gap: Tang can, subcan.

Thdng bao cho bag sTrhiing tic dung khtng mong mudn gap phai khi sit dyng thudc.

QUA LIEU VA cACH xT TRI

Chua ¢4 nhiéu kinh nghiém trén nguis vé qud lidu ca chis dich.

Triéu chung qua iéu. Gidn mach ngoai bién gay phan xa nhip nhanh, ha dp ko dai cd thé din 68 sdc
va gay tif vong.

Cédoh xid tri:

Ha &p cd i nghita 14m s&ng do qué 18y amiodipin 48 h trg hé tim mach hao gém theo dai thuding xuyén

San xudt tai:

CONG TY 06 PHAN DUGC HAU GIANG - Chi nhdnh nhd mdy duge phdm DHG fai H3u Giang
L4 B2 - B3, Khu cdng nghigp Tan Phd Thanh - giai doan 1, xd Tdn Phl Thanh, huyén Chau Thinh A, thh Hiu Giang

bT: (0293) 3953454 & Fax: (0293) 3953558

Mgi thic méc v sin phém,
xin vasi [Bng lién hg
@ 0292.3899000
E-mail: dhgpharma@dhgpharma.cam.vn
www.dhgpharma.com.vn

Size 80%



2. (g ¢hé tac dung clia amlodipin ¢ing ¢6 thé baa gdm vige gidn cdc dong mach vanh chinh va céc tigu
dong mach vanh, ca & viing thi€u mau v viing binh thudng. Sy gign mach nay [am gia tang viéc cung
cAp axy 6ho c¢ tim & nhitng bénh nhan bi co thit dong mach vanh (dau thit nguc do Prinzmetal hay
dautht ngigc hién thign) vi 1am gidm cdc con ca thit mach vinh da hit thudc 14

@ nhiing bgnh nhin tang huyét dp, lids mat 13n/ ngay cha thdy cd sy giam huyét dp dang &8 vé mat
lam sing & ¢ 1 the ndm vi dng trang sudt khodng cdch liéu 24 gits. Do dic diém khili phdt s dyng
citgm, lam ha huyé'lép nhanh khdng phai 12 mdt trong nhifng tic dung ciia amiadipin.

@ nhing benh nhan bj dau thit ngye, vige st dyng amiedipin mdt 10/ ngay fam ting thii gian ging
siic ting cdng, thdi gian khdi dau con dau thit ngye va thili gian cho dén lic dc ché doan 1 mm ST va
[am gidm cd tAn & can dau thit nguc va gidm sl dung vign nén nitrogiycerin.

Ghua phat hién thay amladipin cd lign quan d€n b4t kb ant huling bat o nan v chiyén hoa hay thay
5 vé lipid huyét tung va amlodipin phit hdp d8 s dyng cha béanh nhan hen, dai thio duiing va git.
S dyng & bénh nhdn mée binh mach vanh

Tde dng cla amiodipin dén th sudt banh v 1 18 tif vong do bénh tim mach, dién bién clia bérh xo viia
d6ng mach vanh 12 x5 viia d8ng mach c&nk dugg nghies clu trong thit nghigm tén ey, ngdu nhidn
danh gid dnh hudng clia amlodipin trén hé mach {nghién ety PREVENT). Nghién cfiu da trung tAm,
ngdu nhién, mis doi, c6 déi ching véi gid duge nay thea doi 825 bénh nhdn 5j bénh déng mach vanh
(CAD) dude xdc dinh héing cach chup dong mach vanh trong vdng 3 ndm. Quin thé nghién ctiu bao
gdm nhiing bgnh nhin d& cd tién sit nhdi mau cd tim (Mf) (45%), tae hink mach vanh qua da
(percutaneous translumiral coranary angioplasty - PTCA} tai fAn khdm han d4u (42%), hac tién sir Sau
thit nguic {68%). B néing clia bénh ddng mach vanh (GAD) nim trang khodng tif bénh 1 nhanh ding
mach (45%) dén trén 3 ahdnh dfing mach (21%). Banh nhdn bj ting huy&t &p khong kidm sodt duge
(huy&t dp tAm truong [DBP] > 85 mmHg) bi loai khéi nghién cifu. Cdc bién ¢d &im mach chinh duge
dénh gid bdi mit héi déng voi ede tigu chi ddnh gid duge gilt kin. Mic dit khdeg thay o tac ddng rd
rang nae a8 1 1§ dién tiéh cac tn thuong dfng mach vanh, amicdipin da ng#n chiin difn 180 cla vide
mang trong mach canh bj day 1&n. Nhiing b&nh nhdn diéu trj bing amiodipin dugc quan sat thay cé
giam ddng k& (-31%} vé titu chi ddnh gid k&t hop bao gdm 1 vong do bénh tim mach, M1, dit quy,
PTCA, phu thugt Béc cdu dgng mach vanh (CABG), nhép vign do dau thilt ngyc khdng dn dinh va suy
tim sung huy&t (GHF) trm trong 1én. Cling quan sét thay tf & thye hign thi tuc t4i thong mach (PTCA

SU GURG Uei 0aNN GNan su4y in

Cég nghién cifu vé huy&t dang va cdc thit nghigm 1m sang 6 déi chiing dija trén x&t nghigm géng siic
@ nhiing t¢nh nhdn suy tim 66 11 - IV theo NYHA cho thay ring amiadipin khang din dén suy glam vé
mat }am sang, dya via khd ndng chiu dung céc hogt dang ging siic, phdn sudt Wng mdu clia tim that
trdi va &ridu chitng hoc ldm sang.

Mat nghién iy cé 4 chifng disng gia duge (PRAISE) digc thidt ke 6 danh gid cdc bénh ahan suy fim
dg 11 - IV thea NYHA s{f dung digoxin, thudc Il tiéu vi cic thudc {c ché AGE cha thdy ring amlodipin
khoing féin d&n vide tang 11 18 tir vang hoiic chl s& két hap gilla 11 18 i vong vA tinh trang bénh & nhiing
hénh nhin suy tim.

Trang nghién citu k& tigp o6 ddi chiing ding gid duge theo dGi dai han (PRAISE-2) vé amlodipin &
nhing hénh nhan suy tim d6 11 va 1V thee NYHA mé khong 6 1ridu ching 13m sang hay khing s cic
két qua khdch quan ggi ¥ v& bénh thi§u mau cyc b tiém &n, vat liéu &n dish ciia cdc thudc te che ACE,
thudc ¢i8u tr] suy tim va thudc Igi tidu, amlodipin khang Am thay déi tdng 1118 1 veng hojic f 16 tf vong
do bénh tim magh. Trén cling quén thé thir nghién clu niy, amiodipin o6 lign quan d&h vigg ting ghi
nhin cde trding hop phit phdi mic dit khong cd sy khde bigt ddng ké vé 11 18 cde truing hop suy tim
ndng hon gitla nhém diing amlodinin so vdi nhém diing gid dugc.

St dung trén bEnh 1i (6 - 17 16T

Higu qud clia amladipin trén b@nh nhi bi tdng huyét Ap i 6 dén 17 tudi digc chilng mink treng mit thit
nghigm diing thutc nglu nhién, d8i chilng gid dude, mil dai trong 8 tudn trén 268 hénh nhin bj ting
huyét dp. Tat cd cdc bénh nhan duds phan nhém ngdu nhign vae akdnh didu tri bing 2,5 mg hode
5 mg va dutc theo ddi trang 4 tudn, sau 46 ho dutie chon ngdu nhign d8 igp tue diing 2,5 mg hede 5 mg
amlodlpin hodc gid dugc thém 4 tudn ti&p theo. So vdi thii difm ban d4u, diu tr] 1 18n mdi ngdy bling
amlodipin § mg 1am gidm huyét 4p tam thu va 1dm trudng ¢d ¥ nghia thdng ke. Mic gidm trung binh
huyét dp tm thu & 1rthé ngdi didu chinh theo gid dyge duge vic tinh 12 5 mmHg d6i vdi lidu amiodipin
§ mg va 3,3 mmHg ddi véi ligu amlodipin 2,5 mg. Phan tich phan nhdm cho thdy hidu qua trén cde
hénh nhi nhd tudi han tr 6 - 13 i 12 tuidng dudng vet c4c bénh nhi lon tudi hdn tif 14.- 17 udi.

BAC TiNH DUGC BONG HOE

Hap thu; Sau khi uing céc lidu digy tri, amlodipin duge hip thu 16t véi ndng d dinh trong huyét tuong
dat duge 1khoing 6 d8R 12 gf sau khi uing. Sinh khi dung tuyét da} durc udc lugng vaa khodng 64% -



