CONG TY TNHH CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC PHAM U.N.I VIET NAM Doc 1ap - Ty do - Hanh phic

$6:221/2024/CV-UNI
V/v cap nhat s6 déng ky thuoce Ha N¢i, ngay 05 thdang 8 ndam 2024
tring thau Cordaflex

Kinh giti: S¢' Y té tinh Pdng Nai

Trude tién, Cong ty TNIHIT Dugce phém U.N.I Viét Nam xin tran thanh cam on sy hop
tac cta quy SO Y (¢ trong thoi gian qua.

Ching (6i la nha thiu da ting thau theo Quyét dinh s§ 1572/QD-SYT ngay
16/12/2022 ctia S& Y 1€ tinh Ddng Nai vé vige phé duyét két qua lwa chon nha thau Géi thiu
s6 01: Thube generic thude K& hoach lya chon nha thdu mua thudc, duoc licu, vi thude ¢d
truyén st dung tai cac co s¢ y 1é trén dia ban tinh I)éng Nai nam 2023-2024.

Thong tin chi tiét thude tring thdu nhu sau:
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[1i¢n nay, do thyuc hi¢n tht tuc ding ky lai, thudc Cordaflex trén da duoc Cuc quan ly
Duge - BO Y té cdp lai sb dang ky luu hanh méi 1a: VN-23124-22; Tudi tho: 60 thang.
Céc thong tin khac vé san phdm khong thay doi. :
Cén ctr cac quy dinh hi¢n hanh, ching t6i 1am cong vén nay béo cao dé quy S& biét.
Chung t6i xin giri kem theo cong vdn nay toan bd ho so san phdm theo sd ddng ky mai
da dugc co quan ¢6 thim quyén phé duyét.
Kinh dé nghi quy S& xem xét, huong din nha thau thyuce hién cac tha tuc lién quan thco
dung quy dinh.

T'ran trong./.

DAI DIEN NHA THAU

Noi nhan:
- Nhu trén;
- Luu HC.
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DS. NGUYEN MINH HAI



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phiic
S6: 572 /QB-QLD Ha Noi, ngay23 thangondm 2022
QUYET PINH

) Vé viée ban hanh danh muc 54 thubc nuwée ngoai .
dwoc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 109 bo sung

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;
Can cu Nghz dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phi quy

dinh chitc ndng, nhiém vu, quyén han va co cau té chirc ciia B Y té;

Can cir Quyét dinh s6 7868/QD—BYT ngay 28/]2/2018 cua Bo truong Bo Y
té quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chirc ciia Cuc Quadn 1y
Duoc thuge BG Y té;

Cén cir Thong tw s6 32/2018/TT-BYT ngdy 12/11/2018 ciia B trudng Bé Y
1é quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Can cir Thong tw 56 29/2020/TT-BYT ngay 31/12/2020 ciia B$ trudng Bo Y
té sira doz b6 sung va bdi bé mét sé van ban quy pham phap ludt do B¢ truong
B Y té ban hanh, lién tich ban hdnh;

Cén cir ¥ kién cia Hpi dong tw vin cdp gidy ding ky heu hanh thudc,
nguyén liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Trudng phong Péang ky thuéc - Cuc Qudn 1y Duoc.
QUYET DINH:

Dicu 1. Ban hanh kém theo Quyét dinh nay danh muyc 54 thubc nude
ngoai dugc cép, gia han gidy dang ky luu hanh tai Viét Nam - Dot 109 bd sung,
bao gom:

1. Danh myc 41 thude nude ngoai duge cp gidy ding ky luu hanh hi¢u
lyc 05 nam - Dot 109 b6 sung (tai Phy luc I kém theo). Céc thudc tai Danh muc
nay c6 s dang ky voi ky hiéu VN-...-22 va hiéu lyc 05 nim ké tu ngay ky ban
hanh Quyét dinh nay.

2. Danh muc 06 thuc nude ngoai duge cip gidy ding ky luu hanh hiéu
luc 03 ndm - Dot 109 bd sung (tai Phu luc Il kem theo). Cac thudc tai Danh muc
nay c6 s dang ky véi ky hidu VN3-...-22 va hiéu luc 03 ndm ké tir ngay ky ban
hanh Quyét dinh nay.

3. Danh myc 07 thudc nude ngoai duoc gia han gidy ding ky luu hanh tai
Viét Nam - Dot 109 b sung (tai Phu luc Il kem theo). Cac thube tai Danh muc
nay duoc giit nguyén thong tin s6 ding ky di cép va co hiéu luc 05 nam ké tur
ngay ky ban hanh Quyét dinh nay.

Di¢u 2. Co s¢ san xuat va co sd dang ky thudc c6 trach nhi¢m:



1. Cung cép thube vao Vit Nam theo dung cac ho S0 tai licu da dang ky
v6i B Y té va phai in hodc dan s6 dang ky duoc BO Y té cép 1én nhin thudc.

2. Chép hanh day du phap luat ctua nudc CHXHCN Vi¢t Nam va cdc quy
dinh ctia BO Y & vé nhap khau thude va luu hanh thudc tai Viét Nam, néu c6 bat
ctr thay ddi gi trong qua trinh luu hanh thube & nuoe so tai va 0 Viét Nam thi
phai bao cao ngay cho Cuc Quan ly Dugc - BO Y té Viét Nam.

3. Thuc hlcn viéc cap nhét ticu chuin chét luong cia thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truéng Bo Y té& quy
dinh v& chét luong thude, nguyén liéu lam thude.

4. Cap nhat nhan thude va to huéng dan sir dung thube theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té quy dinh
ghi nhan thude, nguyen liéu lam thudc va to hudng dan str dung thude theo hinh
thirc thay ddi, bo sung gidy dang ky luu hanh thudc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 cua B truong Bo Y t¢ ddi véi thude chua
cdp nhét ndi dung nhan thubc, to hudng dan st dung thube theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong BO Y té, cu thé nhu
sau:

a) D61 voi thude thude danh muc thude doc va nguyén liéu doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B§ truong Bo
Y té v& viéc ban hanh danh muc thuéc ddc va nguyén ligu doc lam thude: chi
duoc luu hanh sau khi duge Cuc Quan ly Dugc phé duyét ndi dung cép nhat
nay.

b) Dbi vdi cac thude khac phai thyc hién viéc cip nhat nay trong thot han
06 thang ké tir ngay dugc cip, gia han gidy dang ky luu hanh.

5. Sau 06 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc
gia han g1ay dang ky luu hanh tai Phu lyc III ¢6 thay d6i vé noi dung hanh chinh
(bao gom cd madu nhén va to huéng dan stir dung) phai nhép khau, luu hanh véi
cac ndi dung da dugc phé duyct thay d6i trong hd so ding ky gia han.

6. th hop voi cac co sO didu tri dé thuc hién theo ding cac quy dinh
hi¢n hanh vé thude ké don, theo ddi an toan, hi¢u qua, tac dung khong mong
mubn cta thube trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai
Diéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ctia Bo truong BO Y ¢
quy dinh viéc dang ky luu hanh thudc, nguyén lidu lam thude ddi voi cac thude
thuoc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay (cic sé ding
ky véi ky hicu VN3-...-22).

7. Co s¢ dang ky phdi dam bao duy tri diéu kién hoat dong cua co s¢ dang
ky trong thoi gian hi¢u luc cua gidy dang ky luu hanh thubc, nguyén li¢u 1am
thudc. Trong truong hop khdng con dép g du diéu kién hoat dong, co s& ding
ky phai c6 trach nhiém thyc hién thay ddi co so dang ky theo quy dinh tai Thong
tu s6 32/2018/TT-BYT ngay 12/11/2018 ctua B truong Bo Y té trong thoi han
30 ngay ké tir ngdy co sd dang ky khong con du didu kién hoat dong.



8. Co s¢ dang ky thuoc phai bao cao BO Y té vé cap nhat tinh trang dap
Gmg Thuc hanh t6t san xuat cua co s¢ san xudt thubc, nguyén ligu lam thudc.
Truong hop co s¢ san xuét bi thu hdi gidy phép san xudt hodc khong déap tng
Thyc hanh t6t san xuat thude, nguyén liéu lam thude & nude sé tai, co s phai
thuc hién viée bao cao trong thoi han 15 ngay ké tir ngay c6 thong bao cua co
quan quan 1y c6 tham quyén nudc s tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi
tiét mot s6 dicu va bién phap thi hanh Luat Duoc.

Diéu 3. Quyét dinh ¢6 hiéu luc k& tr ngay ky ban hanh.

Pitu 4. Giam ddc SO Y té cac tinh, thanh pho truc thudc trung wong, giam
ddc nha san xuét va co so ding ky c6 thude tai Pibu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:
- Nhu bidu 4;
- Q. B6 truong (dé ble);
- TTr. D Xuan Tuyén (de b/c); ‘
- Cyc Quan 'Y - BY Qubc phong, Cuc Y té - Bo Cong \, { \
an; Cuc Y t& GTVT - Bd Giao thong vén tai; Tong “
Cuc Hai quan - B Tai chinh;
- Béo hiém X4 hoi Viét Nam; Rl X .
- B Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vit Tuan Cuong
Thanh tra Bo.
- Vién KN thube TU, Vién KN thudc TP. HCM,;
- Iong Cong ty Duoc VN; Céc Cong ty XNK dugc
pham;
- Cac Bénh vién & Vién c6 giuong bénh tryc thude
BYT,
- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.
- Luu: VT, DKT (10b).
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Phu luc I

DANH MUC 41 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - DOT 109 BO SUNG

(Ban hanh kém theo quyét dinh so: ..372..... /ODP-QOLD, ngady 23./09./2022 ciia Cuc Qudn ly Duoc)

1. Céng ty diing ky: AR TRADEX Private Limited (D/c: Unit No. 11 Block H, Wegmans Prinston Plaza,
Sector 18, Rohini, North West Delhi 110089 - India)
1.1 Nha san xuét: Zim Laboratories Limited (D/c: B-21/22, MIDC Area, Kalmeshwar, Nagpur 441501,
Maharashtra State - India)

) at chat chinh - . 5 Tudi | Tia . . )
STT Tén thube Hoat chat chinh Dang E)ao lleg Quy cach Sé ding ky
Ham ]u()’ng ché tho | chuin dong g()l
1 |Walasa 80 T lmlsartan 80mg Vién nén 36 |USP Hop 3vix 10 VN-23101-22
thang |43 vién
2. Cong ty diing ky: Aspen Pharmacare Australia Pty Ltd. (D/c: 34-36 Chandos St, St Leonards, NSW 2065
- Australia)
2.1 Nha san xuét: Ever Pharma Jena GmbH (D/c: Otto-Schott-Str. 15, 07745 Jena - Germany)
Co sé dong goi thir cAp: Ever Pharma Jena GmbH (D/c: Brusseler Str. 18, 07747 Jena, Germany)
) at ol elifh ang bao | Tudi | Tié dc Aoas
STT Tén thube Hoat ‘(,hdl chinh Dang E)ao ’IlLil Ql,ly (,dtll.l $6 diing ky
Ham luwgng ché tho | chuéin dong goi
2 |Deca-Durabolin Nandrolone decanoate |Dung dich 36 [NSX |Hop I éng 1 ml VN-23102-22
50mg/ml tiém dau thang
3. Cong ty diing ky: AstraZeneca Singapore Pte., Ltd. (D/c: 10, Kallang Avenue #12-10 Aperia, Singapore
339510 - Singapore)
3.1 Nha san xuit: AstraZeneca AB (P/c: Gartunavagen, SE-15185 Sodertalje - Sweden)
, at chit chinh - ao | Tubi | Tid 5 .
STT T'én thube Hoat \Chdt chinh Dang E)ao llel; Quy cich $é diing ky
Ham luwgng che tho | chuin dong, goi
3 |Brilinta Ticagrelor 60 mg Vién nén bao | 36 |NSX Hop 6 vix10 VN-23103-22
phim thang vién

Trang 1




16. Cong ty ding ky: Cong ty TNHH TM DP Dong Phwong (D/c: 119, Puong sé 41, Phuong Tdn Quy,
Qudn 7, Tp. H6 Chi Minh - Viét Nam)

16.1 Nha san xuét: Aurochem Pharmaceuticals ()Pvt.Ltd. (D/c: 58 Palghar Taluka Industrial Co-Op.
Estate Ltd. Palghar-401 404, Dist: Thane - India)

. it chinh - ang bao | Tubi | Tie i o
STT Tén thube Hoat ‘Ch‘lt chinh Dang E)ao | lle? Quy C‘lc’l.’l Sé ding ky
Ham lugng ché tho | chuan dong goi
23 |Sartinlo 25 Losartan kali 25mg [ Vién nén bao | 36 |NSX |Hop 3 vix 10 VN-23123-22
phim thang vién

17. Cong ty diing ky: Egis Pharmaceuticals Private Limited Company (B/c: 1106 Budapest, Keresztiiri iit,

30-38 - Hungary)

17.1 Nha sén xuét: Egis Pharmaceuticals Private Limited Company (D/c: 9900 Kormend, Matyds kiraly

ut, 65 - Hungary)

) ; At chinh - a0 | Tudi | Tie i £ s
STT Tén thube Hoat ‘chat chinh Dang E)ao llcg Quy cac’l.l S diing ky
Ham lwgng che tho | chuan dong géi
24 |Cordaflex Nifedipine 20mg Vién nén bao | 60 |[NSX [Hop 6 vix 10 VN-23124-22
phim giai thang vién
phoéng chém
25 |Kaldyum Potasiume chloride Vién nang 48 INSX |Hop 1 lo 50 vién | VN-23125-22
600mg phong thich |thdng .
cham 5\/
TY \

18. Cong ty ding ky: Eli Lilly Export S.A. (D/c: 16 Chemin des Coquelicots, 1214 Vernier - Thuy S7)
. HAM |-

18.1 Nha sdn xuat: Lilly del Caribe Inc. (P/c: 12.6 Km 65th Infantry Road, Carolina, 00985 - Pue!’_tp Ric

Co sé dong goi so clp va thi cép; kiém soat cht lwgng va xuét xwong 16: Lilly S.A. (P/c: Avdd'gY

Industria 30, 28108, Alcobendas, Madrid - Spain)

st

STT

26

Tén thuoc

Cialis

Hoat chét chinh -
Ham luwgng

Tadalafil 5mg

Dang bao
che
Vién nén bao
phim

Tubi
tho

36
thang

Tiéu
chuan

NSX

Quy cach

dong goi
Hop 2 vix 14
vién

S6 dang ky

VN-23126-22

19. Cong ty ding ky: Korea United Pharm. Inc. (D/c: 25-23, Nojanggongdan-gil, Jeondong-myeon, Sejong-

si - Korea)

19.1 Nha sin xuét: Korea United Pharm. Inc. (D/c: 25-23, Nojanggongdan-gil, Jeondong-myeon, Sejong-si

- Korea)

Trang 6
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Cordaflex®
Nifedipine 20 mg

Vién nén bao phim gidi phdng chdm

Article Nr.

Doanh nghigp nhap khdu:

l 588 : Thanh phan hoat chat:

: 7] i Mi vién nén bao phim gidi phang cham chira 20 mg nifedipine. -

I ! EGIS ) CEUTICAS
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4 ! ! Chi dinh, céch dung, ching chi dinh va céc théng tin khéc: :
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Rx
Cordaflex

Vién nén bao phim gidi phéng chgm Nifedipine 20 mg

DE xa tm tay tré em.
Boc ky hudng dén st dyng trede khi dung.
Thudc nay chi ding theo don thudc.

Thanh phén cdng thitc thudc:

Thanh phén hoat chat: Mdi vién nén bao phim gidi phong cham chita 20 mg nifedipine.

Thanh phan té dige: Hydroxypropylcellulose, magnesium stearate, talc, polyacrylate dispersion 30 per cent, crosscarmellose
sodium, lactose monohydrate, microcrystalline cellulose, red iron oxide (E 172), black iron oxide (E 172), titanium dioxide
(E171), hypromellose.

Dang bao ché:

Vién nén bao phim giai phdng chém.

M t& san phém:

Vién nén bao phim mau hoa ca, dang hat du lang, hai mét I6i, m& hay hoi bong, khdng sit mé hay c6 tap co hoc.

Chi dinh:
Dy phong con dau that ngyc 6n dinh man tinh.
Bitu tri tang huyét &p mic do nhe dén vira.

Liéu dung va cdch ding:

Ligu diong:

Nguai Ién:

Dy phong con dau that ngire 6n dinh man tinh:
Liéu khdi déu dugc khuyén céo khi dung Cordaflex 13 1 vién nén bao phim gidi phong cham Cordaflex ngay udng 2 I4n (2 x
20 mg). Néu cén c6 thé tang ligu 1 I8n 2 vién nén bao phim giai phong cham ngay uding 2 In, tly theo titg bénh nhén.
Liéu nifedipine t6i da trong ngay 13 80 mg {4 vién nén bao phim giai phéng cham).

Biéu try tang huyét dp:

Liéu khéi dau dugc khuyén cdo khi dlng Cordaflex I3 1 vién nén bao phim giai phong cham Cordaflex ngay udng 2 14n (2 x
20 mg). Néu can ¢ thé tang liéu 1 tr 1én 2 vién nén bao phim gidi phong cham ngay udng 2 14n, tly theo titng bénh nhén.
Liéu nifedipine i da trong ngay 13 80 mg (4 vién nén bao phim giai phéng cham).

Cac dang bao ché nifedipine khac:

Vién nén bao phim gidi phéng cham Cordaflex khdng tvang duong sinh hoc vdi céc vién nén va vién nang nifedipine gidi
phng titc thi va bénh nhén cén dugc theo ddi can than khi quyét dinh chuyén ddi t st dyng dang vién gidi phéng tirc thi
sang dang gidi phong bién ddi hoac nguge ai.

Khi st dung dang thdi véi cac chat drc ché CYP 3A4 hodic céc chat gay cdm tng CYP 3A4 cd thé phai diéu chinh liu
nifedipine hodc ngitng khong st dung nifedipine (xem muyc “Canh bao va than trong khi ding thutc”).

Thei gian diéu try:

Khéng han dinh thoi gian diéu tr.

Céc doi twgng bénh nhan dic biét:

176 em:

B0 an toan va higu qua cda nifedipine khi diing cho tré em dudi 18 tu6i chua dugc xac dinh.

Cac dit liu hién cb vé viéc st dyng nifedipine trong diéu trj tng huyét &p duge mo 18 trong muc “Bac tinh duge lyc hoc”.
Bénh nhan suy gan:

EGIS PHARMACEUTICALS 4@,
Private Limited Company gGIS
Budapest - Hungary




Nifedipine duge chuyén hoa ban ddu tai gan, do d6 bénh nhén bj suy gan nhe, vita hodc nang c4n dugc theo doi can than va
¢d thé can didu chinh liéu cho phu hgp vdi chitc nang gan cla bénh nhén.

Dugc dong hoe cla nifedipine chua duge nghién ctu & bénh nhan suy gan ndng {xem myc “Canh bo va than trong khi diing
thudc” v myc “Tuong tac, weng ky cta thudc”

Bénh nhén suy than:

Dua vao céc dit libu duge dong hoc, khong cén phéi didu chinh liéu nifedipine cho bénh nhan suy than.

Bénh mach méu néo néng:

Bénh nhan méc bénh mach mau ndo ndng cdn duge cho liu thap hon (dang thudc co ham lugng thap hon).

Naguer gia (>65 tudi):

Duge dong hoc ca nifedipine thay d6i & ngudi cao tudi do d6 liéu nifedipine thép hon cling ¢6 thé cho hiéu qud digu i thoa
déng.

Cdch ding:

Nén chia liéu hang ngay ra lam 2 lan, udng cach nhau 12 gi, trudc bira &n.

Phai ung nguyén vién nén bao phim gidi phdng cham - khdng duge nhai vién thudic - véi mot it nude, khong nén udng thude
cling nudc ép budi.

Chéng chi dinh:

- (ué mén vi thanh phan hoat chét hodc véi cac dihydropyridine khac bdi vi trén Iy thuyét ¢d thé xay ra phan tng
chéo hodc vdi bét ky thanh phén 18 duge nao ctia thudc duge liét ké trong muc “Thanh phén cong thife thudc”.
Trong c4c trudng hop soc tim mach, hep dong mach chd r rét trén 1am sang, dau thét ngyc khong 6n dinh, dang
hoc mdi bi nhéi mau co tim trong vong 4 tén.
Khéng diing thudic nay dé diéu trj céc con dau that ngyc cap.
Khéng dung thudc nay dé dy phong thit cdp bénh nhi mau cg tim.
Khong duge diing dong thoi vién nén bao phim giai phéng chém Cordaflex vdi rifampicin vi ¢ thé khong dat dugc
néng do nifedipine c6 hiéu qua didu tri do hién tgng cam ting enzym (xem myc “Tuong téc, weng ky cda thudc”)
B an toan cla vién nén bao phim gidi phong cham Cordaflex trong tang huyét &p &c tinh chua duge thiét 13p.
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Cénh bdo va than trgng khi ding thudc:

Nifedipine khong phai 18 mot thudc chen beta va do dé khong cd tac dung bao vé chdng lai cac nguy hai khi nging thutc
chen beta d6t ngdt, viéc ngiing thudc chen beta nén dugc tién hanh bang cach giam lidu tirtl, 16t hon la rén 8-10 ngay.
Nifedipine ¢ thé duge ding phdi hop vi céc thudc chen beta va cdc thudic diu tri tang huyét &p khac, tuy nhién cén ltu ¥
d8n kha néing tac dung hiép ddng dén dén gidm huyét &p tw the. Vién nén bao phim gidi phang cham Cordaflex 20 mg co thé
sé khiing ngén nglra céc tac dyng hdii tng lai sau khi ngig lidu phép diéu tr tang huyét &p khéc.

Do khi da quan sat thdy sy khdi phét clia suy tim khi st dung thudc trong &m sang. Can than trong vdi nhitng bénh nhén c6
dy it tim kém hodc nhitng ngudi dang ding liéu cao céc thudc chen beta.

Thén wrong khi dling thudc cho bénh nhén cd huy8t 4p rét thép (ha huyét ap nang véi huyét &p tam thu dudi 30 mmHg).
Ciing nhu céc thuc tac dang dén mach mau khdc, rét hiém khi xéy ra con dau that ngyc khi bat dau diéu trj bng nifedipine.
Suf xuéit hién clia nhdi mau co tim da duge md ta trong mot s6 truting hgp riéng bigt, mac di khong thé phan bigt duge bién
¢f nay véi qué trinh ty nhién cda bénh Iy cd tir trudc.

Khong nén dung nifedipine trong khi mang thai trtr khi tinh trang lam sang cta bénh nhén yéu cAu phai difu tri bang
nifedipine. Nifedipine nén danh cho phy nit tng huyét 4p néing khong dép tng vai tr ligu chuan (xem myc "Sit dung thudc
cho phu nt ¢6 thai va cho con bu”).

Nifedipine khdng dugc khuy&n cdo diing trong thdi gian cho con b vi nifedipine dugc tiét vao trong sta ngudi me va anh
huging clia viéc h&p thu theo dutmg ufing mt lugng nhd nifedipine & tré bd me chua duge bigt (xem muc “St dung thudc cho
phuy nit ¢6 thai va cho con bd”).

C4n phéi theo ddi huyét p chét ché khi dung nifedipine cting véi magnesi sulphat tiém tinh mach do kha nang cd thé gay ha
huy8t 4p qua mitc gay hai cho ca ngudi me va thai nhi (xem myc “Sit dung thudc cho phy nit ¢é thai va cho con bu”).
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Can theo ddi cdn than ¢ bénh nhan suy gidm chic ndng gan nhe, vita va néng, va trong cac truding hgp néng co thé phéi
giam liéu. Dugc dgng hoc cla nifedipine chua dugc nghién cttu & bénh nhan suy gan ndng (xem muyc “Liéu ding va céch
ding” va “Béc tinh dugc dong hoc”). Do dd, nén than trong khi dung nifedipine & bénh nhén suy gan néng.
Ph ngoai bién nhe dén trung binh thuting lién quan dén gian dong mach va khong do rdi loan chic néng thét tréi, xay ra ¢
mgt trong 10 bénh nhan dugc diéu trj bang nifedipine. Hién twgng phii nay xdy ra chi y8u & chi dudi va thuong dap dng véi
liéu phép lgi td.
Nifedipine dugc chuyén hda qua hé thong cytochrom P450 3A4. Do d6 céc thudc dugc bigt tc ché hodc cam tng hé enzym
ndy cd th lam thay ddi chuyén héa ban d4u hodc thanh thai cla nifedipine (xem myc "Tuong tac, twong ky ca thudc").
Céc thudc duge biét 14 te ché hé thdng cytochrom P450 3A4, va do dd cd thé Iam téng ndng do cla nifedipine trong huyét
tong bao gom:
- Céc khang sinh nhém macrolide (vi dy erythromycin)

Céc thudc khang HIV tc ché protease (vi du ritonavir)

Céc thudc chdng ndm azole (vi dy ketoconazol|

Cac thudc chdng trdm cam, nefazodone va fluoxetine

Quinupristin / dalfopristin

Acid valproic

- Cimetidine

Khi diing ddng thoi véi céc thudc nay, can theo doi huyt &p va néu cAn thiét, nén can nhc gidm lidu nifedipine (xem muyc
"Tuang téc, twong ky ca thudc").
Bai vdi vigc st dyng cho céc ddi twgng bénh nhan déc biét, xem myc "Liéu ding va céch dung".
Téc dung ha huyét ap cla nifedipine tang 1&n trong céc tinh trang gidm luu lugng mau.
Khéng can phai diéu chinh lidu nifedipine & bénh nhan mac bénh thén. Sy gidm &p lyc dong mach phdi va gidm luu lugng
mau sau khi loc mau c6 thé 1am tang tac dyng clia thudc, do d6 nén dung liéu thap hon.
Khi bat déu diéu tri bang nifedipine hogc khi tang lidu, higm khi xdy ra dau ngyc (dau that nguc do thigu mau cyc bd nghich
Iy) ngay sau khi udng thudc mot thai gian ngan. Ngung thudc néu c6 mdi lign hé nhan qud gitta chiing dau nguc va viée
udng thudc.
Bénh nhan bi bénh dai thdo dutng can dugc theo ddi chat ché khi dung nifedipine.
Trénh diing do udng cd con trong khi dung thudc.
Vién nén bao phim giai phong cham Cordaflex 20 mg c6 chia lactose. Khong diing thuc nay cho céc bénh nhan cd nhitng
vén de higm gap vé di truyén khién khong dung nap dugc galactose, khong dung nap lactose hodc kém hap thu glucose-
galactose.

p -

Stt dyng thudc cho phy nit c6 thai va cho con bi:

Phu ni7 ¢d thai:

Khong nén dung Cordaflex trong khi mang thai trit khi tinh trang 1am sang cda nguti bénh can thiét phai diéu trj béng
nifedipine. Nifedipine nén danh cho phu ni téng huyét 4p ndng khong dap tng véi tri lidu chuan (xem myc “Canh bao va
than trong khi dung thudc”).

Chua c6 céc nghién cttu day dd va cd kiém sodt vé st dung thudc cho phy ni cd thai.

Cac thong tin hién o chwa dd d€ loai tr cac téc dyng cd hai d6i vdi thai nhi va tré so' sinh. Do d6, st dung thudc trong thai
ky doi hi phai danh gid lgi ich nguy co doi véi ting cd nhdn mot cach cén than va chi nén can nhac st dung néu At ¢ céc
Iya chon diéu tr khac khdng duge chi dinh hodc khong dat hidu qua.

Trong céc nghién cttu trén dgng vét, nifedipine cd gay dgc cho phéi, bao thai va gay quéi thai (xem myc “Di lidu an toan tién
lam sang”).

Tr cdc bang ching lam sang hién cd, chua xac dinh duge céc nguy co oy thé trude khi sinh, Méc db da cd béo céo sy gia
tdng ngat khi sinh, md 14y thai ciing nh sinh non va thai chdm phét trién trong & cung. Hién chua rd céc béo céo nay 1a do
bénh téng huyét ap nén, viéc diéu tri bénh hay do tac dung cla mot thudc cy thé nao.
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PhU phdi cép d3 dugc quan sat théy khi st dung céc thudc chen kénh calci, bao gdm céc nifedipine khac, dé giam co thét
trong thai ky {xem myc “Tac dung khong mong mudn cla thudc”), dac biét trong trudng hgp da thai (sinh doi hodc nhigu
hon) theo dutig tiém tinh mach va /hoéc stt dung ding thdi céc chat chu van beta-2.

Phuy ni cho con bu:

Nifedipine dugc tiét vao trong sita me. Nong do nifedipine trong sta me 1 gén nhu twong duong véi ndng d trong huyét
thanh ngui me. B véi dang bao ché phng thich tic thi, ¢d thé ti hoan cho con bl hodc vat sita 3-4 gitr sau khi udng
thudc d€ gidm muc phoi nhiém nifedipine ddi véi tré nhd (xem myc "Canh bao va than trong khi diing thudc").

Anh hudng dén khd nang sinh sén:

Trong mdt s6 trubng hop thy tinh trong 6ng nghiém, cdc thudc chen kénh calci nhu nifedipine c6 lién quan dén nhitng thay
ddi sinh hda co hdi phuc ¢ phan dau cda tinh tring, cd thé dén dén suy gidm chic nang cda tinh tring. Unhung nam gidi
nay c6 nhiéu Ian khong thanh cng trong thu tinh bang Gng nghiém, va khi chua tim dugc nguyén nhén rd rang, cac thudc
doi khang calci nhu nifedipine ¢ thé dugc can nhac 1& mdt nguyén nhén.

Anh hudng cla thudc 16n kha néng 14i xe va van hanh mdy méc:

Cac phén tng véi thudic, khéc nhau vé cuting do & titng bénh nhan, o6 thé [am gidm kha néng I4i xe hay vén hanh méy mdc
(xem muc "Téc dung khong mong mudn cla thuc”). Diéu nay déc biét hay xdy ra khi bat déu diéu tri, khi thay di thuc va
khi duing thudc ciing véi rugu.

Tuong téc, twang ky cda thudc: /:
Cdc thude énh hudng dén nifedipine: u/
Nifedipine dugc chuyén hoé qua hé thding cytochrom PA50 3A4, ¢6 ¢ ca niém mac ruft va gan. Vi thé nhiing thudc duge biét "5(

hodc cd tac dung tc ché hodc cdm tng hé thong enzym nay co thé lam thay ddi budc chuyén hda dau tién tai gan (sau khi Q\
ung) hodc df thanh thai cla nifedipine (xem myc "Canh béo va thén trong khi dung thudc").

Can luu ¥ d&n mtc dd cing nhu thai gian tuong téc khi dung nifedipine cling vdi cac loai thudc sau déy:

Rifampiein:

Rifampicin gy cam Gng manh hé thong cytochrom P460 3A4. Khi ding dong thoi vdi rifampicin, sinh kha dung cia
nifedipine giam rd rét va 1am gidm téc dyng clia thudc. Do d6 ching chi dinh st dyng nifedipine ddng thaii véi rifampicin 1\
(xem myc "Chéng chi dinh"). -
Khi diing dong thdi véi céc thudc dc ché 1 yéu dén vita hé thing cytochrom P450 3A4 sau day, cén theo ddi huyt ap va - 5
néu cén thiét can nhac giam liéu nifedipine (xem myc "Canh bo va than trong khi diing thutic”). Trong phén Ién céc trudng |, /
hgp nay, cho dén nay chua cd nghién cttu chinh quy ndo dénh gid kha nang xdy ra tweng tac gita nifedipine véi céc thudc
dugc ligt ke.

Céc thudc lam tang téc dung cua nifedipine:

Cac khang sinh nhém macrolide (vi du erythromycin).

Chua c6 nghién cttu twong téc thudc duge thyc hién gita nifedipine va céc khéng sinh nhém macrolide. Mot s6 thudc khéng
sinh nhom macrolide dugc bigt 13 (e ché cytochrom P450 3A4 qua trung gian chuyén hoa cda céc thubc khéc. Do d6 khong
loai trit dugre kha nang tang ndng do nifedipine trong huyét twong khi dung ddng thi ca hai loai thudc {xem myc "Canh béo

va than trong khi dung thudc").

Mac du azithromycin cd cAu tric teng ty nhu céc khang sinh nhém macrolide nhung khoing cd tac dung tc ché CYP3AL.

Céc thudc khang HIV ic ché protease (vi dy ritonavi):

Chua c6 nghién ctu 14m sang vé kha néng twong téc thudc gida nifedipine va mgt s6 thudc khéng HIV tc ché protease. Cac
thudc nhém nay duge biét 14 e ché he thong cytochrom PA50 3A4. Ngodi ra, trén /n vitro, céc thude nhom nay da duge
chiing minh tc ché cytochrom P450 3A4 qua trung gian chuyén héa cla nifedipine. Khi ding déng thai véi nifedipine,
khong thé logi trtr sy gia tang dang k& ndng do nifedipine trong huyét wong do gidm chuyén hoa ban déu va giam thai
(xem myc "Canh bao va than trong khi ding thudc").

Céc thudc khdng ndm nhdm azole (vi du ketoconazole):

Chua c6 nghién ctiu chinh thitc vé kha nang twong téc thudc gitta nifedipine va cdc thude khdng ném azole. Céc thude nhom

nay dugc biét 1a e ché hé thdng cytochrom P450 3A4. Khi duing theo dugng uonuic‘él;n vdi nifedipine, khong thé loai trir sy
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gia tang dang k€ sinh kha dung toan thén cla nifedipine do gidm chuyén héa ban déu (xem myc "Canh bdo va than trong khi
ding thudc").

Fluoxetine:

Chua c6 nghién cttu nao duge tién hanh wén 14m sang dé danh gid khé nang tuong téc thudc giita nifedipine va fluoxetine.
Trong /n vitro, fluoxetine da dugc chitng minh te ché cytochrom P4560 3A4 qua trung gian chuyén hda clia nifedipine. Do d6
khoing thé loai trl sy gia tang ndng dd nifedipine trong huyét tang khi diing dng thdi c& hai thudc (xem myc "Canh béo va
than trong khi dung thudc").

Nefazodone:

Chua c6 nghién citu ndo dugc tién hanh trén 1am sang d danh gia khé néng tong tc thudc gitta nifedipine va nefazodone.
Nefazodone dugec biét I tic ché cytochrom P450 3A4 qua trung gian chuyén hoa ctia mgt s6 thudc khéc. Do d6 khdng thé
logi it sy gia téng ning d nifedipine trong huyét woeng khi ding déng thei ¢A 2 thudc (xem myc "Canh bdo va thén trong
khi dung thudc").

Quinupristin/ Dalfapristin:

Stt dung dong thai quinupristin/ dalfopristin v nifedipine co thé lam tang nng do nifedipine trong huyét twong (xem myc
"Canh bao va than trong khi dung thudc").

Cisapride.
Ding ddng thdi cisapride va nifedipine cd thé lam tang ndng ¢ nifedipine trong huyét twong.
Acid valproie:

Chua c6 nghién cu chinh thitc vé kha néng twong téc gita nifedipine va acid valproic. Do acid valproic da duge chiing minh
la 1am téng ndng dg trong huyét twong cla cdc thudc 6 cau tric tweng ty thudc chen kénh calci nimodipine do dc ché men,
khong thé loai trir sy gia tng ndng do nifedipine trong huyét twong dén dén 1am tang téc dung cla thudc (xem muc "Canh
bdo va than trong khi ding thudc")

Cimetidine.

Do ¢6 téc dung ttc ché cytochrom P450 3A4, cimetidine Iam tang ndng do ctia nifedipine trong huyét thanh v c6 thé lam
téng téc dung ha huyét &p (xem myc "Canh béo va than trong khi diing thudc").

Diltiazem:

Diltiazem ¢d thé lam ting ndng d nifedipine trong huyét thanh.

Khi st dung dong thdi vdi céc chét gy cam g hé thdng cytochrom PA50 3A4, can phai theo dai dap ing 14m sang véi
nifedipine va néu cén thit, xem xét tang lidu nifedipine. N&u tang liéu nifedipine khi dung ddng thei ca hai loai thudc, cn
can nhac giam ligu nifedipine khi ngling diéu tri bang diltiazem .

Cac thude lam gidm téc dung cla nifedipine:

Ritampicin:

(Xem ¢ trén)

Ldc thudt ching co gigt gdy cam ung hé thing cytochrom P450 344 nhy phenytoin, carbamazepine vé phenobarbitone:
Phenytoin géy cam (ng hé thdng cytochrom PA50 3A4. Khi dung ddng thdi véi phenytoin, sinh kha dung cla nifedipine
giam va do dd giam hiéu qua cla thudc. Khi st dung déng thoi 2 thudc, cén theo doi dép tng 1am sang véi nifedipine va néu
cén cd thé can nhac tang ligu nifedipine. Néu liéu cla nifedipine duge ting 1én khi dung dong thdi 2 thuic, cn xem xét gidm
ligu nifedipine khi ngung diéu tri bang phenytoin.

Chura cd nghién ctu chinh thic vé kha nang tuong téc giita nifedipine va carbamazepine hodc phenobarbiton. Do ¢4 2 thufic
da dugc chitng minh 13 lam gidm ndng dg trang huyét wong cla céc thutic chen kénh calci ¢é cau tric tuong ty nimodipin do
cdm ting enzym, khng thé loai trtr dugc sy gidm nding d9 nifedipine trong huyét tuong va do d 13m giam higu qué cla
thudc.

Mdt s khéng sinh fluoroquinolone norfloxacin, ciprofloxacin) va thuc udng tranh thai dung uding chita gestagen c6 thé tc
ché chuyén hda cua nifedipine, do d6 1am téng tac dung cla thudc.

Cyelosporin:

Cyclosporin ciing la co chét cta enzym CYP3A4, do d6 st dyng doing thdi 2 thudic nay c6 thé kéo dai thdi gian tac dung clia
ca 2 thudc.

Anh hudng cda nifedipine Ién céc thuée khée:
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Cac thuéc 1am gigm huyét ap:

Nifedipine c6 thé 1am tang tac dung ha huyét &p khi st dung dong thii vai cac thudc ha huyét ap nhu:

- c4c thudc lgi tiéu,

- c4c thudc chen beta,

- cée thube e ché men chuygn angiotensin,

-¢4c thuc doi khang thu thé angiotensin 1 (AT1),

- c4c thufic doi khang calci khéc,

- c4c thudc chen alpha-adrenergic,

- c4c thudc tc ché PDES,

- alpha-methyldopa

Khi nifedipine dugc dung dong thoi véi cac thudc chen thy thé beta, cdn theo ddi bénh nhan cén than vi tinh trang suy tim
& nén xéu di da dugc béo céo xay ra trong mt so trung hgp cé biét.

Theaphylline:

S dung ddng thdi vdi theophylline c6 thé 1am téng ndng do cla theophylline trong huyét tuong.

Cdc dan xuégt coumarine:

Nifedipine c6 thé lam tang tac dung chdng dong cla cac dan xudt coumarine.

Vincristine:

Nifedipine lam giam thai trit vincristine do d6 [am tang téc dung phy ca nd. Can xem xét giam liéu vineristine,

Digoxin:

Dung déng thoi nifedipine va digoxin co thé dén dén gidm thanh théi digoxin gay tang ndng d9 digoxin trong huyét wong. Do
6 banh nhén cn dugc kidm tra céc triéu ching cla qua ligu digoxin nhu mot bién phép phong ngita va néu cén thiét, nén
gidm liéu glycosid dya trén ndng d9 cla digoxin trong huyét wong.

Quinidine:

Khi stt dung ddng thi nifedipine va quinidine, ndng dd quinidine giam hodc sau khi ngltng st dung nifedipine, cd sy téng ro
rét ndng do quinidine trong huyét wang & mot s6 truding hgp. Vi 1§ do nay, khi b sung hoac ngiing st dung nifedipine, can
theo dai nong d quinidine trong huyét twong, va néu cin thiét cén diéu chinh liéu quinidine.

Do d, cAn theo ddi cAn than huyét 4p néu st dyng thém quinidine khi dang didu tri bang nifedipine. Néu cén thigt, co thé
giam liéu nifedipine.

Tacrolhimus.

Tacrolimus dugc chuyén héa qua hé théng cytochrom P450 3A4. Céc dit liéu duge cong bd gan day cho théy ligu dung cla
tacrolimus khi st dung ddng thdi véi nifedipine c6 thé gidm trong mdt s§ trudng hop. Khi st dung déng thdi hai thudc nay,
c4n theo dai nong do tacrolimus trong huy8t wong va néu can nén can nhdc gidm liéu tacrolimus.

Candesartan cilexetil, irbesartan, doxazosin:

Téc dung gy ha huyét 4p cla cac thudc nay cé thé dugc tang cudng khi ding dong thdi vi nifedipine, vi vy can than trong
khi bat ddu didu trj k&t hop. Dung ddng thosi irbesartan hodc doxazosin vé nifedipine khong anh hugng dén dugc dong hoc
cla nifedipine, va dung dong thoi candesartan cilexetil v nifedipine khdng &nh hudng dén duge dong hoc cla cd hai thud.,
Céc tvang téc thudc - thife an:

Nirdc ép budr:

Nugc ép budi c ché hé théng cytochrom P450 3A4. Do d6 st dung nifedipine cung vdi nudc ép budi lam ting ndng do
thudc trong huyét tuong va kéo dai tac dung cda nifedipine do gidm chuyén hoa ban ddu hodc giam do thanh thai. Vi thé, co
thé 1am tang téc dyng ha huyt &p cta thudc. Sau khi st dung nutc ép budi thuding xuyén, tac dng nay co thé kéo dai it
nhét 3 ngay sau 14n cudi cling dng nude ép budi.

Do d6 cAn trénh &n budi / udng nudc ép budi trong khi dung nifedipine (xem myc "Liéu dung va céch ding").

Céc dang twong tdc khdc:

Nifedipine c6 thé gay sai Igch 1am tang ket qud xét nghiém acid vanilly-mandelic trong nudc tiéu bang phuong phép quang
phd. Tuy nhién, k&t qua xét nghigm khong bj anh hugng khi do bang séc ky long cao ap (HPLC).

Tinh tvang ky:
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Téc dyng khdng mong mudn cia thudc:

Céc phan ting c6 hai cta thudc (ADR) dya trén cdc nghién cttu ding nifedipine cé ddi ching gid dugc duge sap xép theo tin
suét xay ra CIOMS Ill (co s6 dit ligu thit nghiém Iam sang: nifedipine n = 2661; gid dugc n = 1486, thii gian: 22 thang 2 nam
2006 va nghién ciu ACTION: nifedipine n = 3825; gia dugc n = 3840) duge liét ké dudi day:

ADR ligt ké ¢ mutc "thutmg gép" dugc béo céo xay ra véi tan suét dudi 3% trir phil (9,9%) va dau déu (3,9%).

Tén sudt xdy ra ADR duge bao cdo véi céc thudc chita nifedipine duge tom tét trong bang sau déy. Trong mdi nhém tan sudt,
tdc dyng khong mong mudn dugc sap xEp theo thit ty mic do nghiém trong gidm dan. TAn suét xay ra dugc dinh nghfa nhu
sau: thuding gép (> 1/100 dén < 1/10), it gép (= 1/1000 dén < 1/100) va hiém gdp (> 1/ 10000 dén < 1/ 1000). Cac
ADR chi dugc xac dinh trong gidm sét hdu méi va cdc ADR khong udc tinh dugc tan suat xdy ra duge xép vao nhom "Khong
biét tan suat’”.

Hé co quan Thueng gdp | ltgdp Hiém gdp Khdng bit tén
>1/100 d&n | >1/1000 dén > 1/10000 dén | suét
<1/10 <1/100 1/1000
Réi loan méu va hé Mat bach cdu hat
bach huyét Gidm bach cu
Rdi loan hé mién dich Phan ttng dj ting Ngtta Phan ting phan vé /
Phu di tng / phtrmach | ME day di ting
(bao gém phu thanh Phét ban
quén’)
Rdi logn chuyén hoa va Tang dudng huyét
dinh duéng ,
Rdi logn tdm than Phan ting lo u /%/
Réji loan gidc ngd .
Réi loan hé thén kinh | Bau déu Chong mét Loan cm gidc Giam cam gidc
Bau ntra déu Ngi g4
Hoa mat
Run
Rdi loan mét Rdi loan thi lyc Pau mat
Rdi loan tim Nhip tim nhanh Bau nguc
Banh trong nguc (dau that ngyc)
Rdi loan mach Phu (bao gdm | Ha huyét p
phli mach) Ngat
Gidn mach
Rdi loan hé hép, ngyc Chay mau mdi Kho thé
va trung thét Nghet mi Phi phoi®
Rdi loan tiéu hda Téo bon Bau bung va duong tiéu | Tangsdnnuéu | Non
hoa Suy giam hoat dong
Budn ndn da day- thyc quan
Kh tiéu
Déy hoi
Khd miéng
Rdi logn gan mét Téng men gan thodng Vang da
qua
Rdi logn da v& mé mém Ban do Hoai 10 biéu bi nhiém
doc
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Nhay cam anh sdng
Phan ttng dj ting

Ban xuat huyét s
thay

Rdi loan co xuong va Coco Pau khdp

mo lién két Sung khép Pau co

R6i loan than va tiét Pa niu

niéu Tiéu khé

Rdi loan hé sinh sdn va Réi loan cuong duong

Vi

R6i loan toan thanva | Camgidc mét | Bau khong xac dinh

tai vi tri ding thudc moi On lanh

'Co thé dén dén de doa tinh mang.

“Trutg hop nay duge béo co khi stt dung thudc vi myc dich giam co that trong thai ky {xem muc "St dung thudc cho phy
nt c6 thai va cho con bd”)

f nhitng bénh nhan c4n tham tach mau co tang huyét &p éc tinh va gidm thé tich méu luu thang, 6 thé xdy ra hign tgng
dot ngot tut huyét ap rd rét do gién mach.

Qué liéu va céch xt tri: e >
Trigu chiing: Ry
Céc tridu ching sau dugc bao céo xay ra khi ngd ddc nifedipine nang:

Réi loan { thitc ¢6 thé d&n dén hon mé, tyt huyét &p, réi logn nhip tim: nhip tim nhanh / nhip tim cham, tang duting huyét, Ly
nhiém acid chuyén hoa, thiéu oxy mau, séc tim vai phi phoi. ;.
Xt trf qud ligu: : 4‘

Uu tién loai bd thudc khdi co thé va phyc hdi tinh trang tim mach on dinh. Dac biét trong trueng hop ngd doc nifedipine dang
gidi phéng cham, loai bd nifedipine cang trigt d cang 1, bao gom ca & rugt non, dé trénh tinh trang tiép tyc hép thu hoat
chét.
Lgi fch cda vigc kht doc & da day chua duge khang dinh.
1. Xem xét st dung than hoat tinh (50 g cho ngudi trugng thanh, 1 ¢/ kg ch tré em trong trutng hop v tinh qud liéu
& tré em) néu banh nhan nhap vién trong vong 1 gitr sau khi ubng mét lugng thudc cd thé gay dac.
Mc dir co vé hap I§ khi gid dinh réng viéc dung than hoat tinh mugn ¢d thé hitu ich ddi véi cac ché pham phong
thich kéo dai (Sustained Release, Modified Release) nhung vén khong cd bang ching nao ho trg cho diéu nay.
2. Can nhéc lya chon khéc 13 rira da day & ngudi truding thanh trong vong 1 gid sau khi ubng qué liéu thudc cé kha
nang de doa tinh mang.
3. Xem xét st dyng thém liéu than hoat tinh mdi 4 gitr néu da udng mdt lvong déng k& trén lam sang thudc dang
phong thich kéo dai, cling vdi mot libu thudc nhuan trang tham théu (vi du sorbital, lactulose hodc magnesi sulfat).
4. Bénh nhan khong 6 tridu ching nén duge theo dbi trong it nhét 4 gi sau khi udng thudc va trong 12 gitr néu ubing
thudc dang phdng thich kéo dai..
Loc/ tham tach méau khong cd tac dyng, vi nifedipine khdng bi thdm phan, nhung c6 thé truyén huyét wong thay thé (thudc
g3n két véi protein huyét twong cao, thé tich phén b wong déi thép).
Tut huyét 4p hdu qué cta sic tim va gian dong mach o thé duge diéu rj bang calci (10-20 ml dung dich calci gluconat 10%
tiém tinh mach cham trén 5-10 phit; néu chua dd higu qué, o6 thé 1ép e diéu i, dong thai theo ddi ECG). Két qud la ndng
do calci méu co thé dat muc dd giéi han trén hodc hoi tang nhe. Néu khdng nang dugc huyét ap bang calci, cd thé dung
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thém céc chét giong giao cam gy co mach nhu dopamine hodc noradrenaline. Lidu lugng stt dyng cac loai thudc trén thy
theo dép ting ctia bénh nhan/ hidu qua dat dugc.

Rdi loan nhip tim cham c6 thé diéu trj riéu chitng bang atropine, thudt gidng giao cam beta, trudng hgp nang de doa sinh
mang ¢ thé dat may tao nhip tam thdi.

Can than trong khi truyén dich thém do nguy co qué t8i tuén hoan.

Bac tinh dugc lyc hoc:

Nhém thudc: Thudc chen kénh calci chon loc téc dung chd yéu trén mach mau. Céc dén xuat dihydropyridine.

Ma ATC: CO8CADS.

Co ché téc dung:

Hoat chét cda thudc - nifedipine - 18 mt chat ddi khang calci manh va déc hiéu thudc nhom 1,4-dihydropyridine. Thudc lam
giam dong ion calci di qua mang vao trong 1 bao thong qua kénh calci cham. Nifedipine déc biét téc dung én 1€ bao co tim
va t€ bao co tron cta dong mach vanh va cac mach mau ddi khang ngoai bién dén dén dan mach.

Trong téng huyét p, téc dung chinh cla nifedipine I g4y gian mach ngoai vi va do dd 1am gidm stic can ngoai vi.

Trong con dau thét ngyc, nifedipine giam sttc can cla mach mau ngoai bién va déing mach vanh, dan dén sy gia tang dong
dén méu mach vanh, cung lugng tim va thé tich nhat bp, trong khi gidm hau ganh.

Ngoai ra, nifedipine lam gian vira phai ca hai logi dng mach vanh binh thung va bj xo vita, do dd bao vé tim chéng co that
dong mach vanh va cai thign sy tuéi mau cho co tim bj thigu mau cuc bo.

Nifedipine Iam gidm tan suat céc con dau thét ngyc va céc thay doi tién ECG do thifu mau cuc bd bat ké sy gop phén cé lign
quan cla co that dong mach vanh hay xo vita dong mach.

Udng nifedipine gidi phdng cham hai I4n mGi ngay cd tac dung kiém soat téing huyét p trong 24 gid.

Nifedipine gidi phong cham lam gidm huyét 4p theo ti 13 lién quan tryc tiép véi nong do ban d4u cia thudc. O nhitng ngui
binh thutng, nifedipine gidi phdng cham cd it hoac khang anh hudng dén huyét ap.
67 trang bénh nhi:

Hién c6 rét it thong tin vé nifedipine vdi céc dang bao ché va lidu lugng khac nhau cho ¢4 tang huyét dg¢3R tinh 14n ting
huyét 4p man tinh so sanh vdi cc thudc ha huyét &p khac. Hidu qué chng tang huyét ap cla nifedipingsd§ dugc ching
minh nhung liéu khuyén céo, va d ligu tinh an toan khi dung kéo dai va hiéu qua trén hé tim mach van ﬁr duge nghién

cttu. Chua ¢6 dang bao ché cho bénh nhi. S

Bdc tinh duge dong hgc:

Hép thu:

Nifedipine dugc hap thu nhanh va gén nhu hodn todn i dudng tiéu hod. Sinh kha dung toan than sau khi dung dutng udng
thay ddi trong khodng 40 dén 56%, do chuyén ha ban déu tai gan. Nong d dinh trong huyét tuong dat duge sau 1,5 dén
4,2 gitr sau khi udng vién nén giai phang cham nifedipine 20 mg. Dung thudc clng véi thitc &n 1am cham nhung khdng lam
giam sy hap thu cda thudc.

Phén bd:

Ty 1& gan két véi protein (albumin) huyét tvang cla nifedipine I3 khoang 95% (94-97%).

Thai gian bén thai cua nifedipine sau khi tiém/truyén tinh mach duge xéc dinh 13 vao khoang 5 dén 6 phit.

Chuyén hda:

Sau khi udng, nifedipine dugc chuyén hoé & thanh rudt non va trong gan, chi yéu qua qud trinh oxy hod. Cac chat chuyén
hoa cla nd khdng c6 hoat tinh dugc lyc hoc.

Nifedipine dugc bai xuéit chd yéu qua than dudi dang chét chuyén hod va c khodng 5-15% dugc bai xuat qua mét vao trong
phéan. Thanh phéan khong chuyén hoa dugc tim théy & dang vét (dudi 0,1%) trong nudc tiéu.

Théi tri:

Thoi gian ban thai vao khoang 6-11 git (nifedipine gidi phong cham) do qua trinh hap thu bi chdm lai. Khdng c6 hién tugng
tich luy thudc sau khi st dung liéu udng thdng thuting trong diéu tri kéo dai. Trong nhitng trudng hap suy chic nang thén,
khong co thay ddi dang k& nao dugc phét hién so véi nguti tinh nguyén khde manh.

EGIS PHARMACEUTIC
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Trong mét nghién cttu so sanh dugc dong hoc cla nifedipine ¢ bénh nhan ton thueng gan nhe (Child Pugh A} hodc vira (Child
Pugh B] v nhitng bénh nhan cd chic néng gan binh thuting, thi d thanh thai cla nifedipine udng gidm trung binh dén 48%
(Child Pugh AJ va 72% (Child Pugh B). K&t qua 1 AUC va Cmax cla nifedipine tang trung binh wong tng dén 93% va 64%
(Child Pugh A) va d&n 253% va 171% (Child Pugh B) so vdi nhém bénh nhén chic néng gan binh thugng. Duge dong hoe cua
nifedipine & nhém bénh nhan t6n thutng gan nang chua duge nghién ctu (xem myc “Canh béo va than trong khi ding
thude”).

D@ lidu an todn tién 14m sang:

C4c dit liéu nghién ctu tién 1am sang khong cho thay cd nguy hai déc bigt ddi véi con ngudi dua trén cac nghién ctu thutng
quy kh nang gay doc tinh, doc gen va sinh ung thu khi ding liéu duy nhét va nhat lai.

Bic tinh da7 v sinh sén:

Ngudi ta nhan théy nifedipine cé khd nang gay quéi thai trén chudt cding, chudt nhat va thé, bao gom cdc bat thutng ¢ ngon,
di dang cac chi, hd ham éch, h xuong tc va céc dj dang ¢ xuong sudn.

Nhing di dang té chi va bét thuding ngdn thudng cd thé 14 do ton thuong tudi mau tt cung, nhung cling quan sét thy trén
nhitng dong vat dugc diéu tri nifedipine chi sau khi két thic giai doan hinh thanh 1§ chic.

St dung nifedipine cé lién quan dén nhiéu loai téc dung ddc cho bao thai, nhau thai va thai nhi, bao gdm ca tinh trang bao
thai bi cdi coc (trén chudt va thd), nhau thai nhd va 16p nhung mao méang dém (& khi) kém phét trién, géy chét bao thai va
thai nhi (chudt va thd) va kéo dai thoi gian thai nghén/giam kha nang sing con so sinh (& chudt, chua danh gid & cac loai
khac).

Khang thé loai trit nguy co xdy ra vdi con nguti néu cd sy phai nhigm toan thén véi thudc dd I6n, ty nhién tt ca cac lidu
lign quan téc dung gay quai thai, ddc cho bao thai hay thai nhi ¢ dong vat gy ddc cho cé thé dong vat me & liéu cao gép
nhiéu 14n so véi liéu t6i da dung cho nguoi (xem myc “Stt dyng thudc cho phu nit c6 thai va cho con bu”.

Quy c4ch ddng goi: %/
Mdi vi OPA/AI/PVC//Al chita 10 vién nén bao phim gidi phong chém.
Trong méi hp thuc bang gidy citng cd 6 vi thudc cing 1 hudng dén staAg. .

™

Didu kién bdo quan:
Béo quén & nhiét dg khong qua 30°C,

Han ding:

60 thang k& t ngay sén xudt.
Khdng dung vién nén bao phim gidi phong cham Cordaflex sau ngay hét han duge ghi trén bao bi.
Khong diing thudc néu ban thay thudc bi bién mau.

; TL.CUCTRUONG
Tiéu chuén chét lugng: KT. TRUONG PHONG DANG K¥ THUOC
Tigu chudn co s¢ PHO TRUGNG PHONG

Ps Kavion Hoonk
Tén, dia chi co sd sén xudt:
EGIS PHARMACEUTICALS PRIVATE LIMITED COMPANY

Tru s¢- 1106 Budapest, Keresztdri it 30-38., Hungary
Nhé mdy: 9900 Kormend, Matyas kirdly 0t 65., Hungary
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\,, Ky boi: Cuc Quan

2 Lamnve BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

Ngdy ky: 1

v /g 389"02(’,"UC QUAN LY DUQC Poc ldp — Tw do — Hanh phiic

5: 740  /QDP-QLD Ha Néi, ngay 14 thang 11 ndm 2022

QUYET PINH
V¢ vige cong bé Danh muc thudc ¢é ching minh
twong duwong sinh hoc Dot 30

U.N.I
2 V.‘IET NAM /2 N N
44,6 e <> CUC TRUONG CUC QUAN LY DUQC
" Can cik Ludt Dugc s6 105/2016/QH 13 ngay 06 thdang 4 nam 2016,
Cén cir Nghi dinh s6 75/2017/NB-CP ngay 20 théng 6 nam 2017 ciia Chinh phu
quy dinh chitc nang, nhiém vu, quyén han va co cdu té chirc ciia Bé Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cua Bj trudng
BG Y té quy dinh viéc ding ky huu hanh thuéc, nguyén liéu lam thudc,

Cén cir Théong tw s6 15/2019/TT-BYT ngdy 11 thang 7 nam 2019 cua B¢ trucong
Bo Y té quy dinh viéc déu thau thudce tai cdc co $O'y 1é cong lap;

Cén cir y kién cua Hi dong tw vin cdp gidy ding ky luu hanh thude, nguyén liéu
lam thuéc Bo Y té;
Theo dé nghi ciia Trudng phong Ping ky thuéc - Cuc Qudn 1y Duoc.
QUYET DINH:

Diéu 1. Cong bb Danh muc 34 thudc co chiing minh twong duong sinh hoc Dot
30 tai Phu luc kém theo Quyét dinh nay.

Picu 2. Quyét dinh nay c6 hicu luc ké tu ngay ky ban hanh.

Diéu 3. Giam dbc S¢ Y té; Giam dbc bénh vién, vién cé giudong bénh truc thude
B0 Y t&; Gidm doc co s& san xuat thude c6 thude duge cong b tai Diéu 1 va Thu trudng
cac don vi ¢6 lién quan chiu trach nhi¢m thi hanh Quy¢t dinh nay./.

Noi nhin: KT. CUC TRUONG
- Nhu Diéu 3;
- B¢ truong Pao Hong Lan (dé b/c); x> f’PH Q\CUC TRUONG

- Tht trudng DO Xuan Tuyén (dé b/c);
- Cyc truong Vi Tuan Cudng (dé b/c); 9 QUAN LW [ %)
- Bao hiém xa hoi Viét Nam; Lol DUG \\ {’*“fl e

- Cuc Quany - Bo Qudc phong; Q\\ ’“’"//:“5;/ /
- Cuc Y té - B6 Cong an; vt A ]

- Cuc Y té giao thong vén tai - B) GTVT; e
- B0 Y t& VPB, Cuc QLYDCT, Cuc QLKCB, Cuc Nguyen Thanh Lam
KHCNDT, Thanh tra By, Vu PC, Vu BHYT, Vu

KHTC;

- Vién KN thude TU, Vién KN thudc TP. HCM;

- Hiép hoi Doanh nghi¢p dugc Viét Nam;

- Trung tdm mua sam tap trung thudc QG;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCCTra;

P.QLGT, VPC;

- Website ciia Cuc QLD;

- Luu: VT, DKT (02 ban).
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Phu luc:

DANH MUC 34 THUOC CO CHUNG MINH TUONG PUONG SINH HQC DOQT 30

(Ban hanh kém theo Quyét dinh s6 740

/OD-QLD ngay 14 / 11

/ 2022 cua Cuc Quan ly Duoc)

STT Tén thudc Hoat chét Ham lugng Dang bao | Quy cach S6 ding ky | Co sé sin Xuét Pia chi co sé san xuét Nudc san
ché déng goi Xuit
1 Agilecox 200 Celecoxib 200 mg Vién nang | Hép 2 vi x | VD-25523-16 | Congty ¢ phan | Khém Thanh An, P. My Théi, | Viét Nam
cung 10  vién; duoc phiam | TP. Long Xuyén, An Giang
Chai nhya Agimexpharm
100 vién.
2 Amaloris Atorvastatin (dudi | Atorvastatin Vién nén | Hop 3 vi x | VN-23155-22 | KRKA, D.D., Smarjeska cesta 6, 8501 Novo | Slovenia
10mg/10mg dang Atorvastatin | (dudi dang | bao phim | 10 vién Novo Mesto mesto
calcium Atorvastatin
trihydrate); calcium
Amlodipine (dudi | trihydrate
dang Amlodipine | 10,85mg) 10mg;
besilate) Amlodipine
(dudi dang
Amlodipine
besilate
13,88mg) 10mg
3 Azizi Azithromycin 500 mg Vién nén | Hop 1 vi x | VD-35695-22 | Cong ty TNHH | Thon Binh Luong, x& Tén | Viét Nam
(dudi dang bao phim | 3 vién Traphaco Hung | Quang, huyén Van Lam, tinh
Azithromycin Yén Hung Yén
dihydrat)
4 Cifataze DT- | Cefixim (duéi | 100mg Vién nén | Hop 1 vi x | VN-23237-22 | Micro Labs | PlotNo. 121-124,K.1.LA.D.B, | India
100 dang Cefixim phan tan | 10 vién Limited Bommasandra Industrial
trihydrat) khong bao Area, 4th Phase, Anekal
Taluk, Bangalore - 560099 -
India
5 Cifataze DT- | Cefixim (duéi | 200mg Vién nén | Hop 1 vi x | VN-23238-22 | Micro Labs | PlotNo. 121-124,K.1.A.D.B, | India
200 dang Cefixim phdn tan | 10 vién Limited Bommasandra Industrial
trihydrat) khong bao Area, - 4th Phase, Anekal
Taluk, Bangalore - 560099 -
India
6 Cordaflex Nifedipine 20mg Vién nén | Hop 6 vi x | VN-23124-22 | Egis 9900 Kormend, Matyas kiraly | Hungary
bao phim | 10 vién Pharmaceuticals | t, 65 - Hungary
giai phéng Private Limited
cham Company




IBAN DIC
~ . H-1051 Budapest, Zrinyi u 3.
e Y Oayel 1372 P.O Box 450
- Vién Dugc phim va Dinh DT: +36 1 88 69 300, Fax: +36 1 88 69 460
duding Québc gia E-mail: ogyei@ogyel.gov.hu, Web: www.ogyei.gov.hu

Sé chimg nhan: OGYEV/ 8823-2/2017

GIAY CHUNG NHAN DUQC PHAM'
(Gidy chiing nhdn nay tudn theo dinh dang dwoc T 4 chire Y 18 Thé giGi khuyén nghi)

Nudc xudt khdu (chimg nhan): Hungary

‘.-::::?%‘
. H

Nudc nhép khdu (yéu cAu): Vigt Nam o
1. Tén va dang bao ché clia san phim %
Tai Hungary: Cordaflex 20 mg vién nén cd boc phdng thich chgm

Tgi nwdc nhip khdu (néu khic): Cordaflex 20 mg vién nén cé boc phong thich chgm

1.1. Thanh phin hoat chéf® va (céc) lugng mBi don vi lidu’:

Nifedipine 20 mg

Pé biét thanh phin hoan chinh bao gdm ¢4 t& duge, xem dinh kém': Cd, xem Phy luc

1.2. San phdm nay cé dugce clp phép luu hanh trén thj truong d8 str dung tai nuée xuét khau khong?® Cé
1.3. San phim nay c6 thyc sy ¢6 mét trén thi trudng & nude xuét khéu khong? Cd

Néu cdu tra 10 cho 1.2. 12 ¢6, tiép tuc véi phin 2A va bd qua phan 2B.

Néu cau tré 10i cho 1.2. 12 khong, bé qua phin 2A va tiép tuc véi phén 2B°

Tén va chit ky ciia ngudi c6 thAm quyén ciia Co quan ¢6 thdm quyén ciia Hungary.

Ngay: 23/02/2016 (44 ky va déng déu)
Tién si Csilla Pozsgay

Tdng cuc trudng



2.A.1. Sb gify phép san pham’ va ngay cép:

S8 Gidy phép san phim: OGYI-T-3 725/ 02

Ngay ciip: 1993

2.A.2. Chil gidly phép san phim (tén va dia chi):

Tén: Eg is Gydgyszergydr Zartkoruen Mukodo Reszvenytarsasag

(Egis Pharmaceuticals Private Limited Company)

Dja chi: -1106 Budapest, Kereszturi ut 30-38.

Quic gia: Hungary

2.A.3. Tinh trang cuia cht gidy phép san phdm8 (Nhép danh muc thich hgp nhu d& dinh nghia trong ghi

cht 8): @) Lam ro: Khong i
2 A.3.1. Tén va dia chi clia nha san xudt san xu4t dang bao ché 13”: ;f,
Tén: Egis Gydgyszergydr Zartkoruen Mukodo Reszvenytarsasag s

(Egis Pharmaceuticals Private Limited Company) ;‘?

Dja chi: H-9900 Kormend, Matyas kiraly lit 65.
Quédc gia: Hungary
2 A4 Cé thém vao co s tom tét dé phé duyét khong?' Khong

2.A.5. Thong tin sdn phdm dinh kém, dugc phé duyét chinh thirc c¢6 ddy dit va pht hgp véi gidy phép
khong?"! Khong cung clip

2.A.6. Ngudi xin chimg nhén, néu khéc véi chi gidy phép (tén va dia chi):
Khong dp dung
2.B.1. Ngudi ndp don xin chimg nhén (tén va dia chi): Khdng dp dung

2.B.2. Tinh trang cta ngudi ndp don (Nhép danh myc thich hgp nhu duge x4c dinh trong ghi cha 8)
Khong dp dung

A A ~ A 9 b W, 4 14 A .} r k k2
Tén va chir ky cta nguot co thim quyén cta Co quan ¢0 thAm quyén ctia Hungary.

Ngay: 23/02/2016 (d3 ky va dong déu)
Tién si Csilla Pozsgay

Téng cuc trudng



2.B.2.1. Tén v dia chi clia nha san xudt san xuét dang bao ché 13’: Khong dp dung
2.B.3. Tai sao thiéu tty quy&n tiép thi? Khong 4p dyng
2.B.4. Nhan xét"*: Khong

3. Co quan chimg nhén c6 shp xép dé kidm tra dinh ky nha méy san xuét noi san xuét dang bao ché
khong?'* C6 (chi danh cho cdc nha san xudt Hungary)

Néu khéng hodc khéng ap dung, hay chuyén sang ciu hoi 4.

3.1. Binh ky kiém tra dinh ky (ndm): 3 ndm (chi danh cho cdc nha sin xudt Hungary)
3.2. Viéc san xuét dang bao ché nay da dugc kiém tra chua?

C6 (chi danh cho cdc nha san xuat Hungary)

3.3. Co s& vat chat vi hoat dong c6 phi hop véi GMP theo khuyén nghj ctia T4 chic Y té Thé giéi
khong?'® Cé

4. Thong tin do ngudi nop don cung cép ¢6 ddp Gng co quan ching nhén v& t4t ca céc khia canh cta qué
trinh san xuét san phdm khéng'®: C4

Néu khoéng, hdy giai thich: Khong
Co quan chiimg nhén:
Tén:  Vién Dugc phim va Dinh dudng Quéc gia
Dia chi: 1051 Budapest, Zrinyiu. 3.
Quéc gia: Hungary
bién thoai: +36-1-8869-300, Fax:+36-1-8869-460

Tén va chit ky ctia ngudi ¢ thAm quyén ciia Co quan c6 thdm quyén ctia Hungary.

Ngay: 23/02/2016 (da ky va déng déu)
Tién si Csilla Pozsgay

Tbng cyc trudng
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Ghi chit gidi thich

1.

!O

10.

11

13.

16.

Gifly chimg nhén ndy, theo dinh dang dugc WHO khuyén nghi, xac dinh trang théai cua duge phém va cua
ngudi xin cAp gidy chimg nhén tai nude xukt khau, N6 chi danh cho mét san phém duy nhét vi cach sép xép
sin xuét va thong tin dugc phé duyét cho céc dang bao ché khéc nhau va d6 manh khéc nhau cé thé khac
nhau.
Str dung, bét cir khi nao c6 thé, Tén qubc té khong ddc quyén (INN) ho#c tén quéc gia khong doc quyén.
Céng thirc (thanh phén hoan chinh) cta dang bao ché phai duge ghi trén gidy chimg nhan hojc duge dinh
kém.
Chi tiét vé thanh phén dinh lugng duge uu tién nhung vige cung chp ching phai tuén theo thoa thugn cta chu
s& hiru gidy phép san phém.
Khi c6 thé, hiy thém chi tiét v& bat ky han ché ndo duge ép dyng cho viéc béan, phan phdi hojc quan 1y san
pham duge néu 13 trong giéy phép san phim.
Phan 2A va 2B loai trir 1n nhau.
Cho biét, khi c6 thé, néu gidy phép 1a tam thdi hoge san phém chua dugc phé duyét.
Chi dinh liéu ngudi chiu trach nhigm dua san phém ra thj trudng:
san xuét cac dang bao ché;
bao bi vi/hofic dén nhin dang bao ché do mdt céng ty ddc lap san xuét; hoc
khéng lién quan dén nhimg diéu trén.
Thong tin nay chi c6 thé duge cung cAp khi cé sy ddng ¥ ctia chit s& hitu gidy phép san phém hogc, trong
trudng hgp san phfim khong duge ding ky thi phai co sy ddng y cuia ngudi nop don. Viéc khong hoan thanh
phén ndy cho thdy ring bén c6 lién quan da khong ddng y dua thong tin ndy vao. Chn luu y réng thong tin
lién quan dén dia diém san xut 12 mgt phan cia gidy phép san phm. Néu thay dbi noi san xuét, gidy phép
phai duge cdp nhat hojic n6 khong con gia tri.
Pidu nay dé cdp dén tai ligu, do mot s6 co quan quéan 1y qudc gia soan thao, t6m tht co sO k§ thuéit ma san
phim d3 dugc chp phép.
Piéu ndy aé cap dén thong tin san phﬁm da duge co quan quan ly qudc gia cb thdm quyén phé duyét, chéng
han nhu Pic diém san phém tom tht (SPC)
Trong trudng hop ndy, phai ¢ sy cho phép chp gidy chimg nhén tir chii s& hitu gidy phép sin pham. Ngudi
ndp don phai cung cp sw cho phép nay cho co quan co thém quyén.
Vui 1ong cho biét Iy do ma ngudi ngp don d4 cung cip ¢é khong yéu chu ding ky.
san phém d3 dugc phét tridn danh riéng cho vige didu tri cac bénh - diic biét 12 céc bénh nhigt déi - khong
phéi 12 bénh diic hitu & nuée xuét khéu;
sén phim da duoo céi tién dé cai thign tinh bn dinh clia né trong diéu kién nhiét doi;
san phim da dugc ci tién @8 loai trir céc ta duge khong duge phép sir dung trong duge phdm & nudce
nhép khau;
san phim da dugc cai tién dé dap ng gidi han lidu luong tdi da khac nhau cho mét thanh phén hoat chét;
bt ky ly do nao khac, vui long néu rd.

Khong 4p dung cb nghfa la vige san xuét dang diénra & quéc gia khéc véi quéc gia cp gidy chimg nhén san

phém va viée kiém tra duge tién hanh dudi sy bio dam cia quéc gia san xuét.
Céc yéu chu v& thyc hanh tét trong sén «uht va kidm tra chét luong thubc duge d& cap trong gidy chimg nhén
1 nhitng yéu ciu trong béo céo thir ba muoi hai ciia Uy ban chuyén gia vé dic diém k§ thuat cho ché phém

duogc phdm, Loat béo céo k¥ thut ciia WHO s6 823 niam 1992, Phy luc 1. Céc khuyén nghi 4p dung cu thé
cho céc san phdm sinh hoc d3 duge duara bdi Uy ban chuyén gia cia WHO va tidu chudn sinh hoc (Loat b4o
c4o k¥ thudt cia WHO, s6 822 nam 1992, Phy luc 1).

Phin nay s& dugc hoan thanh khi ngudi ngp don hoge ch gifly phép san phdm phi hop véi trang théi (b)
hogc (c) nhu duge mo ta trong ghi cha 8 & trén. N6 c6 tAm quan trong dic biét khi cac nha thiu nuéc ngodi
tham gia san xuéit san phim. Trong nhitng trudng hop nay, ngudi ndp don ¢An cung cép cho co quan chimg
nhén thong tin @& x4c dinh céc bén ky két chiu trach nhi¢m cho timg giai doan san xuft dang bao ché thanh

I3

phim, mirc 46 va ban chét ctia bét ky bign phép kidm so4t nao duge thyc hién di véi méi bén nay.
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CORDAFLEX 20 mg vién nén c6 bgc phong thich chim
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Thanh phén
M0t vién nén ¢6 boc chira:
Loi:
Nifedipine 20,0 mg
Hydroxypropylcellulose 0,50 mg
Magnesium stearate 0,60 mg
Phén tan polyacrylate, chét kh6 (& dang phén tén 30%) 1,90 mg
Talc 2,00 mg
Croscarmellose sodium 26,0 mg
Lactose monohydrate 30,0 mg
Xenluloza, vi tinh thé 99,0 mg
Y6 boc:
Oxit sét den (E172) 0,12 mg
Oxit sit d6 (E172) 0,48 mg
Magnesium stearate 0,50 mg
Titanium dioxide (E 171) 1,64 mg
Hvoromellose 6 cP 5,26 mg
Tong trong lugng clia mét vién cb boc 188 mg
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LOIL CHONG CUA CONG CHUNG VIEN
Hom nay, ngay 02 thang 11 ndm 2020, tai tru s& Vin phong Cong chimg Truong Thi Nga, A4 - TT19 Khu d5 thi
Vin Quén, Yén Phic, phuong Phic La, quén Ha Dong, thanh phd Ha Noi.
Téi 1a Cong chimg vién Vin phong Cong chimg Truong Thi Nga, s& A4 - TT19 Khu d6 thi Vin Quén, Yén Phuc,
phudng Phic La, quan Ha Dong, thanh phé Ha Noi.
CHUNG NHAN:
CERTIFY THAT:

_ Ban dich nay do ba L& Thi Cha, CMND sé: 012392795 céip ngay 23/12/2009 tai cong an Ha N6i, 13 chng tc
vién phién dich cta Van phong Céng ching Truong Thi Nga, A4 - TT19 Khu d6 thj Vin Quén, Yén Philc,
phudng Phiic La, quin Ha Dong, thanh phd Ha Noi, dd dich tir tiéng Anh sang tiéng Viét.

— Chit ky trong ban dich dung 14 chit ky ciia ba Lé Thi Cha;

— Ndi dung ctia ban dich chinh x4c, khong vi pham phép luét, khong tréi véi dao dire xa hoi;

— Bén dich gdm ty,  trang, luu mot ban tai Van phong Céng chimg Truong Thi Nga, A4 - TT19 Khu dé
thi Van Quén, Yén Phiic, phudng Phic La, quén Ha Pong, thanh phd Ha Noi.

S cbng chirng: : Quyén sé: 01 -TP/CC-SCC/BD

Nguoi dich

IRl
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L& Thi Cha

CONG CHUNG VIEN
Vi Ghi %{ggz Wang



National Institute of Tel: +36 1 88 68-300, Fax: +36 1 88 69 460
- Pharmacy and Nutrition E-mail: ogyei@ogyei.gov.hu, Web: www.ogyei.gov.hu

O G Y E I H-1051 Budapest, Zrinyi u, 3.
1372 PO, Box450.
£

Certificate No: OGYVewwm 3.2 2. 12016

CERTIFICATE OF A PHARMACEUTICAL PRODUCT!

(This certificate conforms to the format recommended by the World Health Organization)

Exporting (certifying country): Hungary
Importing (requesting country): Vietnam
1. Name and dosage form of the product

In Hungary:  Cordaflex 20 mg retard filmtabletta
In the importing country (if different): Cordaflex 20 mg retard film-coated tablets

1.1, Active ingredient(s)* and amount(s) per unit dose®:

Nifedipine 20 mg

For complete composition including excipients, see attached*; Yes, see Annex

1.2. Is this product licensed to be placed on the market for use in the exporting country?’ Yes
1.3. Is this product actually on the market in the exporting country? Yes

If the answer to 1.2. is yes, continue with section 2A and omit section 2B.

If the answer to 1.2. is no, omit section 2A and continue with section 2B°:

T N
/Dr/Csilla Pozsgdy
Director General
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Certificate No.: OGYVwwlnde 352012016

2.A.1. Number of product licence’ and date of issue:

Product licence No.:  OGYI-T-3725/02
Date of issue: 1993

2.A.2. Product licence holder (name and address):

Name:  Egis Gydgyszergydr Zdrtkoriien Miikodd Részvénytirsasdg
(Egis Pharmaceuticals Private Limited Company)
Address: H-1106 Budapest, Keresztiri ut 30-38.

Country: Hungary

2.A.3. Status of product licence holder® (Key in appropriate category as defined in note 8): a)
Clarification: None Al
2.A.3.1. The name and address of the manufacturer producing the dosage form is”:

Name:  Egis Gyogyszergydr Zdrtkdriien Miikodd' Részvénytarsasdg
(Egis Pharmaceuticals Private Limited Company)

Address: H-9900 Kormend, Matyds kiraly it 65,

Country: Hungary

2.A.4. Is a summary basis for approval appended?'® No

2.A.5. Is the attached, officially approved product information complete and consonant with the
licence?'" Not provided

2.A.6. Applicant for certificate, if different from licence holder (name and address)'%:

Not applicable

2.B.1. Applicant for certificate (name and address): Not applicable

2.B.2. Status of applicant (Key in appropriate catégory as defined in footnote 8) Not applicable

Name and signature of the authorized person of the Competent Authorj Hungary.

o \
r}.f’(}silla Pozsgay:
Director General (],

Date: 2016 FEBR 23, \g - %
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Certificate No.: OGYV.wn 3 &2 322 12016

2.B.2.1. The name and address of the manufacturer producing the dosage form is’: Not applicable

2.B.3. Why is marketing authorization lacking? No¢ applicable

2.B.4. Remarks'®:  None

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which
the dosage form is produced?™ Yes (Hungarian manufacturers only)

If not or not applicable, proceed to question 4.
3.1. Periodicity of routine inspections (years): 3 years (Hungarian manufacturers only)

3.2. Has the manufacture of this type of dosage form been inspected?
Yes (Hungarian manufacturers only)

3.3. Do the facilities and operations conform to GMP as recommended by the World Health
Organization?'® Yes

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the
manufacture of the product'®: Yes

If no, explain: None

Certifying authority:
Name: National Institute of Pharmacy and Nutrition
Address: 1051 Budapest, Zrinyi u. 3.
Country:  Hungary
Telephone: +36-1-8869-300, Fax: +36-1-8869-460

91/ Csilla Pozdgay
Director General
e 2016 FEBR 23 QT

3 ) .

VALY 4

LR o W =
WF O\



Explanatory notes

1.

g

e

10.

11

12.

13,

14,

15.

16

This certificate, which is in the format recommended by WHO, establishes the status of the
pharmaceutical product and of the applicant for the certificate in the exporting country. It is for a
single product only since manufacturing arrangements and approved information for different
dosage forms and different strengths can vary.,
Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary
names.
The formula (complete composition) of the dosage form should be given on the certificate or be
appended.
Details of quantitative composition are preferred but their provision is subject to the agreement of
the product-licence holder.
When applicable, append details of any restriction applied to the sale, distribution or
administration of the product that is specified in the product licence.
Sections 2A and 2B are mutually exclusive.
Indicate, when applicable, if the licence is provisional, or the product has not yct been approved.
Specify whether the person responsible for placing the product on the market:
a. manufactures the dosage form;
b. packages and/or labels a dosage form manufactured by an independent company; or
¢. isinvolved in none of the above.
This information can only be provided with the consent of the product-licence holder or, in the
case of non-registered products, the applicant. Non-completion of this section indicates that the
party concerned has not agreed to inclusion of this information. It should be noted that
information concerning the site of production is part of the product licence. If the production site
is changed, the licence has to be updated or it is no longer valid.
This refers to the document, prepared by some national regulatory authorities, that summarizes
the technical basis on which the product has been licensed.
This refers to product information approved by the competent national regulatory authority, such
as Summary Product Characteristics (SPC)
In this circumstance, permission for issuing the certificate is required from the product-licence
holder. This permission has to be provided to the authority by the applicant.
Please indicate the reason that the applicant has provided for not requesting registration.
a. the product has been developed exclusively for the treatment of conditions — particularly
tropical diseases — not endemic in the country of export;
b. the product has been reformulated with a view to improving its stability under tropical
conditions;
¢. the product has been reformulated to exclude excipients not approved for use in
pharmaceutical products in the country of import;
d. the product has been reformulated to meet a different maximum dosage limit for an
active ingredient;
¢. any other reason, please specify.
Not applicable means the manufacture is taking place in a country other than that issuing the
product certificate and inspection is conducted under the aegis of the country of manufacture.
The requirements for good practices in the manufacture and quality control of drugs referred to in
the certificate are those included in the thirty-second report of the Expert Committee on
Specifications for Pharmaceutical Preparations, WHO Technical Report Series No. 823, 1992,
Annex 1. Recommendations specifically applicable to biological products have been formulated
by the WHO Expert Committee on Biological Standardization (WHO Technical Report Series,
No. 822, 1992, Annex 1).
This section is to be completed when the product-licence holder or applicant conforms to status
(b) or (c) as described in note 8 above, It is of particular importance when foreign contractors are
involved in the manufacture of the product. In these circumstances the applicant should supply
the certifying authority with information to identify the contracting parties responsible for each

stage of manufacture of the finished dosagé form, and the extent and nature of any controls

exercised over each of these parties. S
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ANNEX
CORDAFLEX 20 mg retard filmtabletta
Composition
One film-coated tablet contains:
Core:
Nifedipine 200 mg
Hydroxypropylcellulose 0.50 mg
Magnesium stearate 0.60 mg
Polyacrylate dispersion, dry substance (in the form of 30% dispersion) 1.90 mg
Tale 2.00 mg
Croscarmellose sodium 260 mg
Lactose monohydrate 300 mg
Cellulose, microcrystalline 99.0 mg
Coating:
Black iron oxide (E172) 0.12 mg
Red iron oxide (E172) 0.48 mg
Magnesium stearate 0.50 mg
Titanium dioxide (E 171) 1.64 mg
Hypromellose 6 cP 5.26 mg
Total weight of one film-coated tablet 188 mg
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