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QUYET EINH
Vd viQc ban hinh danh mgc 54 thudc nudc ngoii

dugc c6p, gia h4n gi6y rling kf luu hirnh t4i ViQt Nam - 6gt 109 bO sung

CUC TRUdNG CTJC QUAN LV DUqC

Cdn c{r Luqt Du'o'c tij lOS|ZOl6/QH13 ngdy 06/4/2016;

Cdn cu'NShi dinh sd 75/2017/ND-CP ngdy 20/6/2017 cila Chinh phil quy

dinh chac ndng, nhi€m r,4, quyin hgn vd co cdr.t d chwc cila BQ Y t€;

, Cdn ca Quy€t dinh s6 7S6S/QD-B.YT ngdy 2B/12/2018 crta BQ tradng BO Y
t€ quy dinh chac ndng, nhi€m ru, quyin hgn vd co cdu t6 chu'c cfia Cqtc Quitn ly
Dactc thuQc Bf Y t€,'

Cdn cu'Th6ng tu's6 32/2018/TT-BYT ngdy 12/11/2018 cila BQ tru'6'ng BA Y
t€ quy dlnh vi€c ddng W lr* hdnh thu6c, nguy€n li€u ldm thu6c;

Cdn ca Th6ng w s6 29/2020/TT-BYT ngdy 3t/12/2020 cila BQ trcrdng BO Y
t€ s*a ddi, b6 sung vd bdi b6 m)t s6 vdn bdn quy phqm phdp luatt do BQ trwdng
BO Y t€ ban hdnh, ti€n tich ban hdnh;

Cdn ca y ki€n cila Hqi d6ng u vd.n ciip giAy ddng try lru hdnh thu6c,, .)

nguy€n li€u ldm thu6c - 86 Y t€;

Theo di nghi cfia fradng phdng Ddng lqt thudc - Crlc Qudn ly Daqc.

QUYET D[NH:

Diiju 1. Ban henh kdm theo Quy6t dinh ndy danh muc 54 thu6c nudc
i'

ngodi dugc c6p, gia h4n gi6y ddng ky luu hdnh tai ViQt Nam - Dc.rt 109 b6 sung,

bao gdm:

1. Danh mpc 41 thu6c nudc ngodi dugc cdp gi6y rl6ng ky luu hdnh hiQu

lpc 05 ndm - Dot 109 bO sung (tqi Phu luc I kdm theo). C6c thu6c tai Danh mgc
A--

ndy c6 s6 dSng kj' v6i kjr hiQu 'fi{-. ..-22 vd hiQu l1tc 05 ndm kC ttr ngdy ky ban
hdnh Quy6t dfnh ndy.

2. Danh mpc 06 thudc nudc ngodi dugc chp gi6y ddng ky luu hdnh hiQu

lgc 03 nim - Dot 109 b6 sung (tqt Phu tuc II kdm theo). Cbc thu6c tai Danh mpc
ndy co s6 d6ng kju vdi ky hiQu \rN3-. ..-22 vd hiQu lUc 03 n6m ke tt ngdy lry ban

hdnh Quy0t dinh ndy.

3. Danh muc 07 thu6c nu6o ngodi dugc gia hqn gi6y dlLngLy luu hdnh t4i
ViQt Nam - Eo. t 109 b6 sung (tgi Phq lqLc III kdm theo). C6c thu6c tpi Danh mpc
ndy dugc gifr nguy6n th6ng tin s6 d[ng ky dd c?rp vit c6 hiQu luc 05 n6m k6 tu
ngey kjr ban hdnh Quy0t dinh ndy.

Ei0u 2. Co scr s6n *u6t vd ccy sir dlng ky thu6c c6 trSch nhiQm:

cQNG HoA xA Her cHU NGHi.L vlpr NAM
EQc l$p - Tg do - II4nh phric
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1. Cung c5p thu6c vdo ViQt Nam thco clirng c6c h6 so' tdi 1i0u d6 dang ky

voi BQ Y tO vd pnai in ho[c d6n s6 dang ky dugc BC.) Y t0 cAp len nhdn thu6c.

2. Chdp t ln\ dAy <Iir p.hi,p luflt cira nuoo CI'XIICN V,1!, Narn vh circ.cluy

clinh cira BO Y te v0 nhAp [<hAu thu6o v2i luu hdnh thu6o t4i Vi0t Nant, neu oo bAt

cir thay O6i gl trong c1u6 trinh luu hdnh thu6o o'ntr6'c so't4i va o'Vi0t Nam thi

phAi b6o o6o ngay cho Cpc Quan ly Duo. c - BO Y tO ViOt Nam.

3. Thpc hi0n viQc cpp nhdt tiOu chuAn ch6t ltrgng cira thu6c thco quy dinh

tqi Th6ng tu s6 lll2Ol8/TT-RYT ngdy 041512018 cua BQ truo'ng B0 Y t0 quy

dinh vd ch6t luong thu6c, nguy0n liQu ldrn thu6c.

4. Ci1p nhQt nhdn thu6c vA to'huong ci6n su clung thLr5o thoo cluy dtnh tai

Th6ng tu 011,2018/TT-IIYT ngdy l,3l0ll2}1B o[ra I]6 trtrong 116_Y10 quy ctinh

ghi nh6n thu6.c,.nguyen liQu lAm thu6c vA to'hu6ng dAn su'c1Ung thr-rdc thco hinh

thirc thay d6i, bo slrng glay oang ky ltru hdnh thu6c quy clinh tpi Th6ng tir

3212018/TT-llYT ngdy htlttZOlS cua IlQlruorrg IIq Y tO.ddi v6'i thu6c chua

c6p nhAt nQi dung nhdn thu6c, tcr htrti'ng d6n str dqng thu5c thco quy dinh tai

fnOng tu 0l I20181TT-BYT ngdy 18/01 12018 otra I3Q tn-r<rng Bq Y t0, ou th6 nhrr

SZ}LI:

a) D6i v<yi thu6c thuQc clanh nruc thu6o cIQo vA nguyOn liOu dQc ldm thu6c

theo qr.ry dinh tai 1'h6ng tu 0612011l'l'1'-BY't ngary 03l5l20lJ cli:,a BQ truong BQ
-- .,( 

^i- 
r r \ 1 r 1 t ' t. 1:^ - :l^- 1l--^y re ve vlQc ban hdnh danh mpc thudc dQc vA nguydn liQu dQc ldm thu6c: chi

drq. luu hdnh sar"r khi dugc Ctlc Quan ly Duo. c-phO cluyQt nQi dung cap nhpt

ndy.

b) D6i vcyi c6c thu6c kh6c phAi thrrc hiQn viec c4p nh4t nziy trong thoi h4n

06 th6ng tctj ttr ngdy dugc 
"6p, 

gruhan gi6y cl[ng ky ltrr-r hdnh.

5. Sau 06 thhng ke tir ngdy ky ban hanh Qr"ry0t clinh ndy, circ thu6c duoc

gia h4n giiy dang ky ltru hdnh tai Phq lUc III c6 thay d6i v0 nQi dung hdnh chinh

(troo gdi, cit ntdu nhdn vd td'htro'ng itin su' ctttng) phai nhQp kh6u, luu hdnh v6'i

c6c n[i dung c16 cttrqc phO rlr"ryQt thay c16i trong h6 s<v cl[ng ky gia h4n.

6. Ph6i hgp vcri o6o co scv ctiCr-r tri <10 thUc hiqn thco dung c6o cluy dlnh

hiQn hdnh v0 thu6c ke dcyn, thoo d6i an todn, hiQu c1uA, t6c cltlng kh6ng mong

*u6, cua thu6c trOn nguo'i Vi0t Nam vd tdng ho.'p, b6o c6o thco quy dinh t4i

Diiiu 5 Th6ng tu s6 3212018/TT-BYT ngdy l2llll2018 ctra.BQ trtrong B0 Y tc
quy dinh viqc dang ky 1uu hdnh thu6c, nguyOn 1i0u ldm thu6c dOi vOi c6c thu6c

thuQc Danh mUc tai PhU lUc II ban hdnh kdm thco QuyCt dinh ndy (cdc s6 dang

ky v<ii kj'hiQu \N3-. ..-22).

L C<t so c1[ng kj, phai clAm bAo cluy tri diOu kiQn ho4t clQng cita co so ddng

ky trong thcri gian liQu h.rc cua giAy d[ng ky luu .hdnh thu6c, nguyOn 1i6u ldm

thu5c. l.org irud'ng ho.'p kh6ng cdn d6p ung du di0u kiOn ho4t dQng, co s6'd[ng

kj'ph6i c6 tr6ch nhiQm thgc hiQn thay d6i co scr c15ng ky theo quy clinh tai Th6ng

tu s6 321201S/TT-BYT ngdy 1211112018 cua I3Q trtro'ng B0 Y t0 trong thoi h4n

30 ngdy k0 til'ngAy ccv s0 rl[ng ky kh6ng odn <Iu dieu kiQn ho4t c16ng.



B. Ccr scr dlng ky thu6c phAi b6o c6o 116 Y t0 v0 cAp nh6t tinh trang d6p

f'ng Thuc hdnh t6t sin *uAt c.ra co so san xuAt thu6c, nguy6n liQu ldm thuO..
Trucrng ho.p 9o s<v stn xu6t bi thu h6i gi6y ph6p sin xuAt hodc khong d6p irng
Thuc hdnh t6t s6n xu6t thu6c, nguyOn 1i0u ldrn thu6c & nu6'c so tai, co so phai
thuc hi6n viOc b6o c6o trong thcri han 15 ngdy k6 tu ngdy c6 th6ng b6o cira co
qLran quan ly co thAm quyd,, nu6c so'tai thco quy dinh t4i di6rn d khoan I Dieu
100 Nghi dinh s6 5412017INE-CP ngdy 0Bl5l20l7 cua Chinh phu cluy dinh chi
tiOt m6t s5 Aleu vd biQn ph6p thi hdnh Lu0t Ducyc.

Di6u 3. Quytit dinh c6 hiOu lpc k0 tir ngdy ky ban hdnh.

Di0u 4. Giimd6c Scr Y t5 c6c tinh, thdnh ph6 tn/c thuQc trung ucmg, gi/im
d6c nhd sAn xu6t vd ccr so ddng ky c6 thu6c tai Ili0u 1 chiu trhahnhi0- thi hAnh

Quy5t dinh ndy./.

Noi nlrQn:
- Nhu Di0u 4;

- Q.Bq trudng (cIC b/c);
- T'Ir. E6 XuAn Tuy6n (de b/c);
- Cu9 QTI Y n0 Qutic phdng, Csc Y tc - n6 COng

an; Cpc Y tC GTVT - BQ Giao th6ng vQn t6i; T6ng
Cpc I{6i.quan - B0 Tdi chinh;
- tsio liiCrn Xd hQi Vi6t Nam;
- Bq Y t6: Vu PC, Cgc QLYDCT, Cuc eLKCB,
Thanh tra 86.
- V10n KN thu6c TU, ViQn KN rhudc Tp. HCM;
- I6ng Cdng ty Dugc VN; C6c C6ng ty XNK dugc
phdm;

- C6c B0nh vi6n & Vi6n c6 giuong b6nh truc thudc
BYI-;
- Cdc phdng Cuc QLD: QLG'|, QLKDD, QLCLT,
PCT'fra, VP CUc; Website Crlc QLD.
- Luu: VT, DK'f (l0b).
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Phg lgc I

DANH MUC 4t THUOC NIrdC NGoAI DUqC cAr crAv DANG x'f lu'u uaNu
T4.r VrET NAM HIEU LUC 5 NAM - EqT 109 BO SUNG

(Ban hdnh lcdm theo quya dinh s6: ...1L?.....tQo-QLQ ngdy ?3,./99./2!)?? cila Cqtc Qudn l!, Daqc)

1. Cdng ty tling kf : AR TRADEX Private Limitcd (D/c: Unit No. I I lllock II, Weg,mans Prinston Plaza,

Sector 18, llohini, North West Delhi 110089 - lndia)

1.1 Nhn sfrn xuAt: Ziml,aboratorics Limitcd (D/c: ll-21/22, MIDC Area, Kalmeshwar, Nagpur 441501,

Maharashtra State - India)

2. Cdng ty rllng kf: Aspcn Pharmacarc Australia Pty t,td. (D/c: 34-36 Chandos St, St Leonards, NSW 2065

- Australia)

2.1 Nhn siin xu6t: Ever Pharma Jcna GmbI'I (D/c: Ouo-Schott-Str.1 5, 07745 Jena - Germany)

Co s& d6ng g6i thri'cAp: Evcr l'harma Jcna GmbII (E/c; Brusseler Str. 18, 07747 Jena, Gerntany)

3. COng ty il[ng ky: AstraZcncca Singapore Pte., Ltd. (D/c: 10, Kallang Avenue ll'l 2- ] 0 Aperia, Singapore

339510 - Singapore)

3.1Nhn srin xu6t: AstraZenecaAB (D/c: Gartunavagen, SE-l5lB5 Sodertalje - Sweden)

STT TOn thuiic
Ho4t ch6t chinh -

IIim luqrng

D4ng bio
ch6

I UOI

thg

Ti6u

chuAn

Quy c6ch

tl6ng g6i
56 dnng t<y

1 Walasa 80
'l'clmisartan 

8Orng Vi0n nen -ro

th6ng

USP

43

I-IQp 3 vix 10

vi6n

vN-23101-22

STT TOn thu6c
IIo4t ch6t chinh -

I{}rm luqng

D4ng bio
ch6

I UOI

thqt

Ti6u

chuAn

Quy c6ch

rl6ng g6i
S5 tlIng kf

2 Deca-Durabolin Nandrolonc decanoatc

5Omg/ml

DLrng dich

tiOrn dAu

36

th6ng

NSX II6pl6nglrnl vN-23102-22

STT TOn thui5c
IIo4t chAt chinh -

I'Iim luqng

Dpg bdo

ch6

tu6i
thq

I teu

chuAn

Quy cdch

tl6ng g6i
56 dirng kf

3 Ilrilinta 'l'icagrclor 60 mg Vi6n n6n bao

phim

36

th[ng

NSX IIQp 6 vi x10

vi6n

vN-23 t03-22

'lrang 
1



s'l"l' I'0n thu6c
IIo4t ch6t chinh -

IIhm luqng

Dqng bho

ch6

ru6i

tho

Ti6u

chuAn

Quy cdch

tl6ng g6i
56 tldng kf

23 Sartinlo 25 I-osartan kali 25rng Vi6n n6n bao

phim

Jf)

th6ng

NSX IIC.,p

vi6n

3 vix 10 wl-23123-22

16. Cdng ty dlng ky: C6ng ty I'NIII{ TM DP D0ng l'hu'o'ng (D/c; t 19, Du'd'ng sO 4l, Ptrurd'ng I.dn Quy,

Qttan 7, Tp. Hi Chi Minh - ViQt Nam)

16.1NhA s:in xudt: Aurochem Pharmaccuticals (1)Pvt.l,tcl. (l)/c; 58 Palghar |'aluka IntlLstr.ial Co-Op.

Estate Ltd. Palghar-401 404, Dist; Thctne - India)

17. C6ng ty dlng ky: Egis Pharmaceuticals Privatc Limitcd Company (D/c. I106 llttdapest, I(ereszttiri Lit,

30-38 - IIungarlt)

17.1Nhi siin xuAt: Ilgis l'harmaccuticals Privatc Limitccl Company (D/c; 9900!(ormentl, Miqtil,y kirirly
ilt, 65 - Ilungarlt)

19. C6ng ty tlIng kf: Korea United Pharm. Inc, (D/c; 25-23, Nojanggongdan-gil, Jeondong-myeon, Sejong-

si - Korea)

19.1 Nhi srin xudt: Korea United Pharm. Inc. (D/c; 25-23, Nojanggongdan-gil, Jeondong-myeon, Sejon.g-si

- Korea)

STT TOn thu6c
Ho4t ch6t chinh -

IIhm lugng

D4ng bio
ch6

ru6i
thg

Ti6u

chuAn

Quy cdch

tl6ng g6i
Sii dnng ky

24

25

Cordaflcx

Kaldyum

Nif'cdipinc 20rng

Potasiume chloride

600mg

Vi6rr rr6n bao

phim giai

ph6ng chdm

60

thdng

48

th6ng

NSX

NSX

IIQp6vix l0

vi6n

\N-23124-22

YN-23125-22

e\
Vi6n nang

ph6ng thich

oh6rn

IIQp 1 lo 50 vicn

TY \.)
18. Cdng ty tling kf: Eli Lilly ExportS.A. (D/c; 16 Chemin des Coqnelicots, l2l4 Vernier - fhay ffi). \?
18.1 Nhd sin xu6t: Lilly del Caribc lnc. (D/c; 12.6 Km 65th Infantry Road, Caror,r),"0'iOn:r' 

";dilir,;i

Co s6'il6ng g6i ,r'c6p vi thtt cfp; kiOm soft chdt luqnrg vA xudt xu6'ng 16: Litty S.A. (D/c; Ardrtfudg
Industria 30, 28108, Alcobendas, Ma.drid - Spain) 6Y

S'tT TOn thu5c
Ho4t ch6t chinh -

Him luqng

D4ng bio
ch6

I UOt

thg

Ti6u

chudn

Quy c6ch

d6ng g6i
Sti tlnng tf

26 ialis 'l'aclalafil .5mg Vi0rr ndn bao

phim

Jb

th6ng

NSX I-IQp 2 vix 14

vi6n

vN-23 t26-22

'l'rang 6
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EGISPHARMACEUTICALS EGISPHAEMACEIJTICALS

PBIVATE IIMITED COMPANY PRIVATE TIMITEO COIVIPANY

Cordallsxo . Cordallexo
Niledipino 20 ms 

! f'lifedipine 20 mg

EGISPHARI\4ACEUTICALS EGIS

C()MPANY PRIVATE UM]TEI} COMPANY PRIVATE UMIII

Cordallsxo Cordallexo
Nifedipine 20 mg Nifedipine 20

EGISPHARMACEUTICAI.S EGISPHAEMACEUTICALS

PRIVATE UMTTEO COMPANY PRIVATE LIMITED COMPANY

EGISPHARMACEUTICATS EGIS

COMPANY PRIVATE UMITED C(]MPAI.,IY PSIVATE

Gordallexo Gordallex@j

Nilodipine 20 mg Nifedipine 20 mrs

EGISPHARMACTUTICAI.S EGISPHARMACEUTICALS

PRIVATE I.IMITEO C()MPANY PRIVATE TIMITED COMPANY

rors rqnnwacrutrcnLs I EGts
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Cordaflex'
Nifedipine 20 mg \:-^ i-'---i

!l

i= i
15 i

ri
Hqp6vixl0vi6nndn
bao phim giii ph6ng ch{m

Cordaflex'
Nifedipine 20 mg

Vi6n ndn bao phim gili ph6ng chfim

0oaoh n0higp |hip kh{u:

Thinh phin hoqt chdt:

[,ldi vicn ndn ba0 phim giii ph6ng chim chfa 20 mg niledipine.

Chi i{nh. cach din0, chdng chi dnh vl ctc th&lo rin khlc:

Xcm 1r0n0 d hutng d{n st dung tiud|)ttm lhe0.

Bio quln: dnhitt d0 kho(lg qu6 30"C.

Tiou chudn rhdt luqrq: ICCS

i----i
i€;

i....-...!

SOK;

Codsdn rudt:

-aE*

+*---

TGIS fHAB(,IACTUTICALS PBIVAT t]M IEO Cl]MPANY

f4lJd. 1106 Sudapesl, Ksrevliri [l 3G38., Hungary

ilr, ,41' 9900 Kirmcfld, Mdlyas kirdly il 65., HungarY

G
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Bx

Co rd af lex

Vidn ndn bao phim girii phdng chem Nifedipine 20 mg

0d xa tdm tay trd em.

0qc k! hudng ddn s0 dUng trudc khi d0ng.

Thudc ndy chi ding theo don thudc.

Thdnh phdn c0ng thtlc thudc:

Thinh phin hoar chit: Mdi vi0n ndn bao phim giii phdng chpm chfa 20 mg nifedipine.

lhinh phin ti duqc: Hydroxypropylcellulose, magnesium stearate, talc, polyacrylate dispersion 30 per cent, crosscarmellose

sodium, lactose monohydrate, microcrystalline cellulose, red iron oxide {E i721, black iron oxide lE 17ll,titanium dioxide

(E171), hypromellose.

Dqng bdo ch6:

Vi0n ndn bao phim gi6iph6ng chqm.

MO td s6n phdm:

Vi0n n6n bao phim miu hoa ct, dqng hat d0u l5ng, hai mar ldi, md hay hoi bdng, khOng s0t md hay cd tpp co hqc.

Chi dinh:

- Dr; phbng con dau rhdr ngrtc dn dinh man rlnh.

- 0i6u tr! tang huydt dp mfc dg nhg ddn vira.

Li6u dr) ng vd ciich di ng:

Liiu ding:

Ngrtd'i ldn:

Dtl phing Mn dau rhiT nEr. c dn dlnh my tlnh:

Lidu khdiddu duqc khuydn c5o khidirng Cordaflex li 1 viOn n6n bao phim gi6i phdng chqm Cordaflex ngby udng 2l6n12* -€
20 mg}. Ndu cdn c6 thd tdng lidu tri tri l6n 2 viOn ndn bao phim gi6i phdng chim ngby udng 2 ldn, riry theo tring bQnh nhdn. ':',

Lidu nifedipine tdida trong ngby li B0 mg (4 vi0n n6n bao phim gidiph6ng chEm).

lidu tri tang huydt dp

20 mg). Ndu cdn cd thd tdng lidu t[ tt] IOn 2 vi6n n6n bao phim gidi phdng chf m ngby udng 2 ldn, riry rheo rr]ng bgnh nhdn. 
:

Lidu nifedipine tdi da trong ngdy lb B0 mg (4 vi0n n6n bao phim gidi ph6ng chqm).

Ciic dqng b6o chd nifedipine khdc:

Vi0n ndn bao phim gidi ph6ng chQm Cordaflex khOng trtong duong sinh hpc vdi c6c viOn n6n vi vi0n nang nifedipine gi6i 
I

ph6ng tfc thi vi bgnh nhdn cdn duoc theo d0i cdn rhan khi quydt dinh chuydn ddi tt sr] dung dqng vi0n gi6i ph6ng tri'c rhi

sang dqng gi6i phdng bidn ddi hoqc ngugc lqi.

Khi si dung ddng thdi vdi cdc chdt fc chd CYP 3A4 hoac cdc chdt gdy cim ting CYP 3A4 c6 rhd phdi di6u chinh li6u

nifedipine hoic ngttng khOng s0 dgng nifedipine (xem mqc "Cdnh bdo vb th0n trqng khi dirng thudc").

Thdisian didu trl:

Kh0ng hqn dinh thdi gian di6u tri.

Cdc ddi tuqng bQnh nhAn dac bi$r:

Lri en:

00 an lodn vb hieu quA cia nifedipine khi dr|rng cho trd em dud'i lB rudi chLta dugc xdc dinh.

Cac dtr li0u hi0n co vd vi0c si dqng nifediprne trong didu tri tang huydt dp dLtgc md td trong muc "06c tinh dugc lgc hpc".

BAnh nhan suy gan:

PrtvrtclhdrcdCompuy (&lS
Budrpu-Hungary _ 3?
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Nifedipine dug,c chuydn hoa ban ddu tEi gan, do dd bQnh nhdn bt suy gan nhg, vla hoflc ning cdn du0c theo doi cdn th0n vi

c6 thd cdn didu chinh lidu cho phi hqp vdi chttc ndng gan cia b0nh nhAn.

Duqc d4ng hqc cila nifedipine chrta duqc nghi0n cfu d bgnh nhAn suy gan nOng (xem muc "C6nh bdo vb th0n trpng khi dirng

thudc" vi mqc "Tuong t6c, tuong ky cia thudr'

BAnh nhin suythan:

DUa viro c6c dr.r li0u dugc d0ng hqc, kh0ng cdn phAi didu chinh li6u nifedipine cho b0nh nhtn suy th0n.

Blnh nach niiu n6o ndng:

Bgnh nhtn mdc benh mqch mdu n6o ning cdn dugc cho lidu thdp hon (dqng thudc c6 hdm lugng thdp hon).

Irlgudi gii (>05 tudi):

Duqc d0ng hQc crla nifedipine rhay ddi d ngudi cao tudi do dd li6u nifedipine thdp hon cung c6 thd cho hiQu qu6 didu tri thda

ddng.

Cdch ding:

NOn chia li6u hing ngtry ra lim 2 l6n, udng cdch nhau 12 gid, trudc b0a an.

Ph6i udng nguy0n vi0n n6n bao phim gi6i phdng chQm-kh0ng duqc nhai vi6n thudc-vdi mQt it nudc, kh0ng n0n udng thudc

cirng nudc 6p budi.

Chdng chi dinh:

- 0u6 mdn vdi rhdnh phdn hoat chdt hoac vdi c6c dihydropyridine khdc bdi vi trOn l'i rhuy6t cd thd x6y ra phdn fng

ch6o hoqc vdi bdt kV rhinh phdn td drlqc nio cia thudc duqc liQt kO trong muc "Thanh ph6n c0ng thtic thudc".

- Trong cdc rrudng h0p sdc tim mgch, hep dgng m?ch ch0 r0 rQt tr0n 16m strng, dau thdt ngqc kh0ng dn d!nh, dang

hoac moi bi nhdi mau cd tim Ir0ng vbng 4 tu6n.

- Kh0ng ding rhuoc nby dd didu tri c6c con dau thdt ngqtc cdp.

- Khong dirng thudc ndy dd dU phbng thtl cap bQnh nhdi mdu co tim.

- Kh0ng dugc dirng rldng rhdi vi0n ndn bao phim gidi ph6ng chAm Cordaflex voi rrfampicin vi co thd kh0ng dat drJq'c

ndng d0 nifedipine cd higu qud didu tri do hrQn tuqng c6m fng enzym {xem mqc "Tuong 16c, tudng ky crla thudc").

- 0g an robn crla vi0n nen bao phim gidi phong chqm Cordaflex trong tang huydt dp dc tinh chrta du$c rhidr l0p.

Cdnh bdo vd ihqn trqng khi ddng thurSc:

Nifedipine kh0ng phii li mQr rhudc chgn beta vd do d6 kh0ng co tdc dung b6o vQ chong lai cdc nguy hqi khi ngrtng thudc

chgn beta dQr ng0r, viQc nglng thudc chgn beta n0n dugc iidn hilnh ba'ng c6ch gidm li6u tr) tit, tot hon lb trOn B'1 0 ngdy.

Nifedipine cd rhd duqc dirng phdi hqp voi cdc thudc chen beta vb cdc thudc didu tri tang huydr 6p kh6c, tuy nhi0n cdn luu y

ddn khd nang tdc dqng hi0p ddng ddn ddn gidm huydt dp tr the. Vi0n nen bao phim gidi phdng chim Cordaflex 20 mg cd thd

se kh0ng ngan ngita cdc tdc dqng hdi fng lqi sau khi ngitng li$u phdp didu tri tdng huydt ap khdc.

00i khi de quan sdr rhdy sg khdi phdr cia suy tjm khi s0 dt1ng thuoc trong l0m sbng. Cdn th0n trpng vdi nhring b0nh nh6n cd

du tnt tim kdm hoic nhring ngrJdi dang dilng lidu cao c6c thudc chgn beta.

Than rrgng khi dilng thudc cho b0nh nh6n cd huydt dp rdt rhdp {ha huydr 6p nIng vdi huydt iip tdm thu dttoi 90 mmHg).

CIng nhu cdc rhudc tdc dQng drjn mAch m6u khdc, rdt hidm khi xdy ra cdn dau thdt nggc khi bdt ddu didu trg bdng nifedipine.

Sq xudr hiQn cia nhdi mdu c0 rim da duoc m0 td trong m0t sd trttdng hop ri0ng bi0t, mac dil khdng rhd ph6n bi0t du(c bidn

co niry vdi qu6 trinh tU nhiOn cia b0nh ly c6 tu trudc.

Kh0ng n0n dilng nifedipine rrong khi mang thai trit khi tinh trgng lAm sing cria b0nh nhdn y0u cdu phii didu tr1 bdng

nifedipine. Nifedipine n6n dinh cho phg nri tang huydt 6p nqng khdng ddp fng vdi tr! li0u chudn {xem muc "S0 dgng ihudc

cho phu nr.t cd thai vd cho con bri").

Nifedipine kh0ng dLrqc khuydn c6o riing trong rhdi gian cho con bil vi nifedipine duqc tidt vdo trong s0a ngudi me vi dnh

hud'nq cia vi0c hdp rhu theo dudng udng m0t lugng nhd nifedipine d'rr0 brl mg chua dugc bidt {xent mr'lc "S0 dqng thudc cho

phq n0 cd thai vb cho con bti").

Cdn phdi theo doi huydr 5p chAt che khi dirng nifedipine cilng vdi magnesi sulphat ti0m tinh mqch do khi nang cd ihd gAy hq

huyrir 5p qud mLlc gdy hqi cho ci ngudi mg vd thai nhr txem mUc "Sr] dr;ng thudc cho phU nu cd thai vb cho con bil").
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Cdn theo dOi cdn th0n d btnh nh6n suy gi6m chfc nang gan nhe, vila vb nqng, vi trong c6c tnrdng hgp ning cd thd phdi

gi6m li6u. Dtt$c dQng hgc ctia nifedipine chua dugc nghiOn crlu d bQnh nhdn suy gan ning {xem mqc "Lidu dirng vi cdch

dr)ng" vir "OAc tinh duqc dqng hqc"). Do dd, n6n th0n trQng khi dirng nifedipine d bQnh nh0n suy gan ning.

Phi ngopi biOn nhe ddn trung binh thudng li6n quan ddn gian dQng mach vb khOng do rdi loan chric nang thdt trdi, xiy ra d

mQt trong 1 0 bQnh nh6n drtgc di6u tri bdng nifedipine. HiQn tugng phi ndy xdy ra chrl ydu d chi drrdi vd rhudng d6p fng vdi

ligu phdp lgi tidu.

Nifedipine dugc chuydn hda qua h9 th6ng cytochrom P450 3A4. Do d6 c6c thudc drtqc bidr rlc chd hoac cim fng hQ enzym

nly cd thd ldm thay ddi chuydn h6a ban ddu hoqc thanh rhdi cia nifedipine (xem mqc "Tudng rdc, ruong ky cila rhudc").

C6c thudc dugc bidt ld rtc chd hQ rhdng cytochrom P450 3A4, vd do dd c6 thd lim tang ndng d0 cia nifedipine rrong huydr

trtong bao gdm:

- Cdc khdng sinh nhdm macrolide {vidU erythromycin}

- Cdc thudc kh6ng HIV rlc chd prolease {vidu ritonavir}

- Cdc thudc chdng ndm azole (vi dq ketoconazol)

- Cdc thudc chdng trdm c6m, nefazodone vd fluoxetine

- 0uinupristin / dalfopristin

- Acid valproic

- Cimetidine

Khi dirng ddng thoi vdi c6c thudc ndy, cdn theo doi huydt dp vd ndu c6n thidt, n0n cdn nhdc gidm lidu nifedipine (xem mr;c

"Tudng t6c, tuong ky cia thudc").

0di vdi vigc sr) dung cho c6c ddi tugng bQnh nhdn dec biQr, xem mUc "Li6u ding vb cdch dirng".

Tdc dung ha huydt 5p cia nifedipine tang l0n trong cdc rinh rrpng gidm h.ru lugng m6u.

Kh6ng cdn phdi di6u chinh lidu nifedipine d bQnh nh6n mdc b9nh rhan. SU gi6m 5p lgc dgng mpch phdi vd gidm luu lugng

mdu sau khi lqc m6u cd rhd lim tang tdc dqng cia thudc, do dd nOn dirng li6u rhdp hon.

Khi bdt ddu di6u trl bdng niledipine hoac khi ting lidu, hidm khi x6y ra dau nggc (dau thdt nggc do thidu m6u cgc b0 nghich

l'i) ngay sau khi udng thudc mgt thdi gian ngdn. Ngung thudc ndu c6 mdi li6n h0 nh0n qud girla chfng dau nguc vd viQc

udng thudc.

Bgnh nhdn bt b0nh dr{i thSo dudng cdn duqc theo doi chOt che khi ding nifedipine.

T16nh dirng dd udng cd cdn trong khi dirng thudc.

Vi0n n6n bao phim gi6i phong chqm Cordaflex 20 mg cd chfa lactose. Khdng dilng thudc niy cho cdc b0nh nh6n cd nhtng

vdn dd hidm gap vd di truydn khidn khdng dung nqp drlqc galactose, khdng dung nqp lactose hopc k6m hdp thu glucose-

galactose.

Sf dUng thudc cho phU nrl cd thai vd cho con btl:

Pha ntl cti thai:

Khdng n0n ding Cordaflex trong khi mang thai trrlt khi tinh trpng l6m sbng crja ngudi bQnh c6n thidt phdi didu tri bdng

nifedipine. Nifedipine n6n dinh cho phu n0 ting huydt 6p nqng khOng ddp rlng vdi tri liQu chudn (xem muc "Cinh bdo vb

thin trpng khi ding thudc"l.

Chua cd cdc nghi0n cfu ddy di vd cd kidm so6t vd sr) dgng thudc cho phU n0 c6 thai,

Cdc thdng tin hign cd chtta d0 dd loai trit ciic t6c dr;ng c6 hai ddi vdi thai nhi vb trd so sinh. Do d6, s0 dgng thu6c trong thai

ki/ ddi hdi phAi ddnh gi6 lgi ich nguy cd ddi vdi tilng c6 nhAn mqt ciich cdn thqn vi chi non c6n nhdc st} dr,lng ndu tdt c6 cdc

lga chqn di6u tri kh6c kh0ng dugc chi dinh hoqc khdng dpt hiqu qu6,

Trong cdc nghi0n cfu trOn d$ng vqt, nifedipine c6 gdy dQc cho ph0i, bdo thai vb g6y qu6i thai (xem mpc "D0 li0u an toin ti6n

l6m sdng"l.

Tri cdc bdng chfng l0m sbng hiQn c6, chua x6c dinh dugc c6c nguy c0 cg thd trurdc khi sinh. Mac d0 da cd b6o c5o sr,t gia

tSng ngpt khi sinh, md ldy thai cung nhrl slnh non vb thai chQm ph6t tridn trong t0 cung. HiQn chua r0 c6c b6o cdo niy li do

bgnh tdng huydt 5p ndn, vi0c di6u rri bQnh hay do tdc dqng cia m$t thudc cg thd nbo.
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Phir phdi cdp da duqc quan s6i thdy khi sr) dqng c6c thudc chen kOnh calci, bao gdm cdc nifedipine khdc, dd giAm co tha't

rr6ng rhai ki,(xem mgc "Tdc dUng khdng mong mudn cia thudc"I, dOc biQt trong trudng hgp da thai (sinh dOi hopc nhidu

hon) theo dudng ti0m tinh mqch va /hoac s0 dqng ddng thoi cdc chdt chi v0n beta-2.

PhU nl cho con bi:
Nifedipine drlqc ridr vdo rrong s0a me. Ndng d0 ni{edrpine trong s0a me lb gdn nhrt trtong duong voi ndng d0 trong huydt

rhanh nguoi me. 0di voi dqng bho chd ph6ng thich ttlc thi, c6 thd tri hoan cho con bil ho{c vdt srla 3-4 gid sau khi udng

rhudc dd gidm mfc phui nhiiim nifedipine ddi voi trd nhd (xem mqc "Cdnh b5o vd than trqng khi dirng thudc").

inh htdng ddn khti ning sinh sin:

Trong mQr sd rrudng hqp thu tinh trong dng nghiqm, cdc thudc chen kOnh calci nhu nifedipine cd li0n quan ddn nh0ng thay

Odi sinn hda cd hdi phuc d phdn ddu crla tinh trirng, cd rhd ddn ddn suy gi6m chfc ndng c0a rinh irirng. d nhfng nam gidi

niy cd nhidu ldn khOng thlnh c0ng trong thu tinh bdng dng nghiQm, vd khi chua tim dLtgc nguydn nhdn ro ring, c6c thuoc

ddi kh6ng calci nhr.t nifedipine cd thd dugc cAn nhdc li m0t nguyOn nh6n.

Anh hrldng crla thudc l0n khd nang kiixe vd vdn hdnh mdy mdc:

Cdc phAn 0ng vdi thudc, khdc nhau vd crldng d0 d tirng b$nh nh6n, cd rhd ldm gidm khd nang ldi xe hay vqn hbnh m6y mdc

{xem mr,rc "Tdc dung khOng mong mudn crla thudc"}. 0i6u nby doc bi$t hay xdy ra khi bdt ddu di6u tri, khi thay ddi thudc vd

khi dirng thudc cirng vdi ruqu.

Tuong tiic, tuong ky crla thudc:

Ciit thudc dnh hudng d{n nifedipine:

Nifedipine dugc chuydn hod qua h0 thdng cytochrom P450 3A4, co d cd ni0m mac ru0t vd gan. Vi thd nh0ng thudc dugc bidt

hoic c6 t6c dqng fc chd hooc cdm fng h9 thdng enzym nby cd thd lim rhay ddi budc chuydn h6a ddu ti6n tqi gan (sau khi

udngl hoqc d0 thanh thdi crla nifedipine (xem mgc "Cdnh b6o vb thqn trgng khi dirng thudc"). L
0dn luu y ddn mfc d0 c0ng nhuthdigian trlong tdc khidirng nifedipine cirng vdicdc loai thudc sau ddy: 7frifanpicin. I

Rifampicin gdy cdm ring mqnh h0 thdng cytochrom P450 3A4. Khi dung ddng thdi vdi rifampicin, sinh khi dr;ng cria .
nifedipine gidm r0 rgt vb lim gi6m tdc dqng cr)a thudc. Do dd chdng chi dtnh s0 d11ng nifedipine ddng rhoi voi rifampicin \
(xem mqc "Chdng chi dinh"). ,,, 'l

Khi dirng Odng thOi vdi cdc rhudc fc chd tit ydu ddn vita hq thdng cytochrom P450 3A4 sau d6y, cdn theo doi huydt ap va ''l f
ndu cdn thirit c6n nh5'c gidm lidu nifedipine (xem mqrc "()dnh bdo vb thpn trpng khi ding thudc"). Trong phdn ldn cdc trudng ,y'
hqp ndy, cho ddn nay chLta cd nghi0n cfu chinh quy nbo ddnh gid khd ndng x6y ra tuong tdc giria nifedipine vdi cdc thudc'

du0c li0t k6,

Cdc thuoc lim tdng tdc dung cia nifedipine:

Ci1c khiing sinh nhdn natrolide (vidq erythromycn).

Chua cd nghi0n cfu tudng t6c thudc dugc thr1c hi0n gi[a nifedipine vd cdc khdng sinh nh6m macrolide. MQt sd thudc khdng

sinh nhdm macrolide dugc bidt lb ric chd cytochrom P450 3A4 qua trung gian chuydn hda crla cdc thudc khdc. Do dd kh0ng

loai rrit dttqc khA nang tdng ndng d$ nifedipine trong huydt tuong khi ding ddng thdi cd hai loai thudc {xem mrlc "Cdnh bdo

vd th0n trqng khi dirng thudc"l.

Mqc dt azirhromycin c6 cdu rrrjc rudng tU nhu c6c khdng sinh nhdm macrolide nhung kh0ng co tdc dqng fc ch6 CYP3A4,

Cic thudc khdng HIV rlc chdprotease (vi dU rhonavir):

Chua cd nghi0n crlu ldm sing vd khd nang tuong tdc thudc giita nifedipine vb mgt sd thudc kh6ng HIV ttc chd protease, Cdc

thudc nhdm ntry duqc bidt li rlc chd h0 thdng cytochrom P450 3A4. Ngobi ra, trdn in uitro, cdc thudc nh6m niy da duqc

chrinq minh fc chd cytochrom P450 3A4 qua trung gian chuydn h6a cia nifedipine. Khi drirng ddng rhdi voi nifedipine,

khOng rhd loai trri sr1 gia tang dang kd ndng d0 nifedipine trong huydt tuong do gidm chuydn h6a ban ddu vi giim thdi trit

{xem mgc "C6nh bdo vd thqn trpng khi dirng thu6c"}.

Ctic thuAc khting ndn nhdn aole (vidu ketoconazole):

Chr.ta c6 nghi0n crlu chinh thfc vd khd nang tudng t6c thudc gi0a nifedipine vt cdc thudc kh6ng ndm azole. Ciic thudc nh6m

nirydrlgcbi6rldfcchdhQrhdngcytochromP4503A4.Khidirngtheoduongudn
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gla tang d6ng kd sinh khd dgng todn thdn cia nifedipine do gidm chuydn hda ban ddu {xem mgc "Cdnh biio vt thEn trqng khi

dirng thudc").

fluoxetine:

Chua cd nghidn c0'u niro duqc tidn hbnh tr0n l6m sing dd ddnh gid kh6 ndng rddng rdc rhudc giBa nifedipine vd fluoxerine.

Trong rh rurtra, fluoxetine da duqc chring minh fc chd cytochrom P450 3A4 qua trung gian chuydn hda cia nifedipine. Do dd

khOng thd loqi trU sr,t gia tang ndng d0 nifedipine trong huydt tuong khi dirng ddng thili cd hai thudc {xem muc "Cdnh b6o vd

thqn trqng khi dilng thudc"),

Nefazodone:

Chua cd nghi6n c0u nio dtlgc tl6n hdnh trOn l6m sbng dd ddnh gid khd ndng rudng rdc rhudc gita nifedipine vi nefazodone,

Nefazodone du0c bidt ld fc chd cytochrom P450 3A4 qua rrung gian chuydn h6a cila mgr sd thudc khdc. Do dd khdng thd

loai tr0 srJ gia tang ndng d0 nifedlpine trong huydt tuong khi dirng ddng rhdi cd 2 thudc {xem mpc "Cinh bdo vi thqn rrgng

khi dirng thudc"l.

0 u in u p rr s tin / 0 a I fo p ri s tin :

Sf dqng ddng thdi quinupristin/ dalfopristin vd nifedipine cd thd ldm tang ndng dq nifedipine rrong huydt tuong {xem muc

"Ciinh bdo vi th0n trpng khi dirng thudc"l,

Cnapride:

Dtng ddng thdi cisapride vd nifedipine cd rhd ldm rang ndng dQ nifedipine rrong huydt tuong.

Acid valpmic:

Chura c6 nghiOn cfu chinh thrlc vd khi nang uong tdc gi0a nifedipine vt acid valproic. Do acid valproic da dugc chfng minh

li llm tdng n6ng dQ irong huydt tuong cria c5c thudc cd cdu trilc rr.tdng rU thudc chen kOnh calci nimodipine do fc chd men,

khOng rhd loqi tril sg gia tang ndng dq nifedipine trong huydt trlong ddn ddn lim tdng 16c dqng ct)a thudc (xem mqc "Cdnh

b6o vb than rqng khi dirng thudc")

Cinetidine:

Do c6 tdc dqng fc chd cytochrom P450 3A4, cimetidine ldm tdng n6ng d0 cia nifedipine rrong huydr thanh vi c6 rhd lim

tdng tdc dung hp huy6t 6p {xem mrlc "Cdnh bdo vb thfn trpng khi ding thudc,,}. 
11

liltiazen; @/'
Diltiazem cd rhdlbm tbng ndng dQ nifedipinerrong huydtthanh. t

Khi s0 dqng ddng thdi vdi cdc chdt gdy cdm rlng h9 thdng cytochrom P450 3A4, cdn phdi theo doi ddp 0ng l6m sdng vdi

nifedipine vd ndu cdn thi6t, xem xdt tang li6u nifedipine. Ndu rang lidu nifedipine khi ding ddng rhdi cd hai loqi rhudc, cdn

c6n nhdc gi6m li6u nifedipine khingirng didu tri bdng dilriazem.

Cdc thudc ldm gidm tdc dung crja nifedipine:

frifanpicin.

(Xem d tr6n)

Cic thudc chdng co gipt giy cin ing hg thdng cytochnn P450 3A4 nhtl phenytoin, carbanuepine vi phenobarbitone;

Phenytoin gdy cdm rlng hQ thdng cytochrom P450 3A4. Khi dtng ddng thdi vdi phenyroin, sinh kh6 dqng cria nifedipine

gidm vd do dd gidm hi0u qud crla thudc. Khi s0 dung d6ng rhdi 2 thudc, cdn theo doi ddp ring l6m sdng vdi nifedlpine vb ndu

cdn cd thd c6n nhdc tang lidu nifedipine. N6u lidu cia nifedipine dugc tdng lOn khi dirng ddng thdi 2 rhudc, c6n xem x6r gidm

lidu nifedipine khi ngung di6u rri bdng phenyroin.

Chtta cd nghiOn criu chlnh thtic vd khd nang tr.tdng t6c gi0a nifedipine vi carbamazepine ho{c phenobarbiron. Do cd 2 rhudc

d5 duoc chfng minh li lim gidm ndng d0 trong huydt tr,rong cia cdc thudc chpn k6nh calci cd cdu trrjc rudng tU nimodipin do

cdm fng enzym, khdng rhd loai tni dugc sg gi6m n6ng dp nifedipine trong huydt trJdng v6 do dd lim gi6m higu qu6 cila

thudc.

MQt sd khdng sinh fluoroquinolone (norfloxacin, ciprofloxacin) vi thudc udng trSnh rhai durdng udng chfa gesragen cd rhd 0c

chd chuydn hda crla nifedipine, do dd ldm rEng riic dung cia rhudc.

Cyclosporin:

Cyclosporln c0ng lir co chdt ct1a enzym CYP3A4, do d6 st} dung d6ng rhdi 2 rhudc ndy cd thd k6o dli thd,i gian tdc dqng cLia

cd 2 thudc.

inh hudng cia nifedipine lin cdc thudc khiic:
BcrspmnuadnuffiF
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Ciic thu1'c lin giin huydr dp'

Nifedipine cd rhd lbm t6ng r6c dung ha huydt 6p khi st} dUng ddng thdi vdi cdc thudc hq huydt dp nhrt:

- cdc thudc loi ridu,

- cdc thuoc chen beta,

-c6c thudc fc chd men chuydn angiotensin,

-c6c thudc ddi khSng thu thdangiotensin 1 {AT1),

- c6c thudc ddi t<h6ng calci khdc,

- cdc thudc chgn alpha-adrenergic,

-c6c thudc 0c chd PDE5,

-alphamethyldopa

Khi nifedipine dugc ding ddng thoi vdi cdc thudc chgn thq thd beta, c6n theo dii b0nh nhdn cdn thin vi tinh trgng suy lim

rrd n0n xdu di da dugc biio cdo xiy ra trong mqt sd trutdng hop c6 bi0t.

Theophylline:

S0 dUng ddng thdi vdi rheophylline cd thd lAm tang ndng d0 cia theophylline trong huydt tuong.

Ciic ddn xuit counarine:

Nifedipine cd thd ldm t6ng tdc dqng chdng dOng cia cdc ddn xudt coumarine.

Vincristine:

Nifedipine ldm gi6m rhii trri vincristine do d6 lbm ting tdc dqng phq cria nd. Cdn xem xdt gidm lidu vincristine.

0lgwln.

Dirng ddng thdi nifedipine vb digoxin cd thd d5n ddn gidm thanh thii digoxin g6y tang ndng dQ digoxin trong huydt luong, Do

d6 bgnh nhdn c6n drrqc kidm tra cdc triQu ch0ng ctia qu6 lidu digoxin nhu mOt biQn ph6p phbng ngita vb ndu cdn thi6t, nOn

gidm li6u glycosid dqa trOn ndng d0 cila digoxin trong huydt tuong.

0uinldine:

Khi s0 dung ddng rhdi ni{edipine vir quinidine, ndng dg quinidine gidm hoqc sau khi ngitng srl dr;ng nifedipine, cd sg tang r0

r0r ndng dQ quinidine trong huydt tuong d m$t sd tntdng hqp, Vi I'i do nby, khi bd sung hoic ngting s0 dtlng nifedipine, cdn

theo doi ndng d0 quinidine trong huydt tuong, vd ndu cdn thidt cdn di6u chinh lidu quinidine.

Do d6, cdn rheo d6i cdn thin huydt 6p n6u s0 dUng th0m quinrdine khi dang di6u tri bdng nifedipine. $6u cdn rhler, c6 rhd

sidmtidunifedipine. V-Tacrolinus: i
Tacrolimus drlgc chuydn h6a qua h9 thdng cytochrom P450 3A4. Cdc d0 liQu dttgc c0ng bd gdn d6y chd rhdy lidu dirng cria

tacrolimus khi st dqng ddng thdi vdi nifedipine cd thd gi6m trong mqt sd trudng hgp. Khi srl dUng ddng thdi hai thudc nby,

cdn rheo ddi n6ng d0 racrolimus trong huydt tr-tong vd ndu c6n n0n cdn nhdc gidm lidu tacrolimus.

Candesartan ciluetil, irbesartan, doxazosin:

Tac dung g6y hq huydr dp cia cdc thudc ntry cd thd duqc tdng cudng khi dirng ddng thdi voi nifedipine, vi vfy cdn th0n trqng

khi bdt d6u didu tri kdt hqp. Dirng ddng thdi irbesartan ho[c doxazosin vb nifedipine kh6ng dnh hrtdng ddn dr,rqc d0ng hqc

cila niiedipine, vi dirng ddng thdi candesaftan cilexetil vb nifedipine kh0ng dnh hudng ddn dugc dqng hqc cia cd hai thudc.

Cdc tttdng tiic thudc - thlc dn:

NLtdc ip budi:

Nrrdc 6p budi fc chd h9 rhdng cyrochrom P450 3A4. Do d6 sr] dqng nifedipine cirng vdi nuoc 6p budi ldm tang ndng dQ

rhudc rrong huydt tuong va k6o dbi t6c dqng cria nifedipine do gidm chuydn hda ban ddu hoqc gidm d0 thanh ih6i. Vi thd, cd

ttrd lbm tdng t6c dung ha huydr dp cria thudc. Sau khi srl dung nudc 6p budi thrldng xuydn, t6c dgng niry c6 thd k60 dbi il

nhdt 3 ngiry sau ldn cudi cirng dirng nddc 6p budi.

Do d6 cdn rrdnh 5n budi / udng nudc 6p budi trong khi dirng nifedipine (xem muc "Lidu ding vb c6ch dirng").

Ctic dang tttong tdc khdc:

Nifedipine cd thd gAy sai l0ch ldm tdng kdt qud xdt nghi$m acid vanillyl-mandelic trong nudc tidu bdng phuong ph6p quang

phd. Tuy nhi0n, kdt qu6 x6t nghiQm kh0ng bi 6nh hudng khi do bdng sdc k'i l6ng cao dp (HPLC).

Tinh tuong ky:

Khdng ap dung
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Tric dgng khdng mong mud'n cila thu6'c:

Cdc phdn ring cd hpi cia thudc {ADB)drta trdn cdc nghiOn criu ding nifedipine cd ddi chrlng giA dirq'c duo'c sdp x6p rheo rdn

suat xiy ra CIOMS lll (co sd'dr-r li0u th0 nghiQm 16m sAng: nifedipine n = 2661; gid dugc n = 1486, rhoi gian: 22 rhdng 2 nam

2006 vb nghi0n cfu ACTI0N:nifedrpine n = 3825;gid dtrgc n = 3840)drr0c ligr k0 drroid6y:

ADR li0t kO d mfc "thudng gip" drtgc bdo cdo xdy ra voi tdn sudt duoi 3% rri phir {9,9%) vA dau ddu {3,9%).

Tdn sudt xdy ra ADB drtgc bdo cdo voi cdc thuoc chfa nifedipine dugc tom tdt rrong bdng sau d6y. Trong m6t nhdm tdn sudr,

t6c dqng kh0ng mong mudn drloc sdp xrjp theo thr? tg mrlc dQ nghi6m rrong gi6m ddn. Tdn sudt xdy ra dudc djnh nghia nhu

sau:thudng gip {> 1/100 ddn < 1/10), irgdp {> 1/1000 ddn < l/100)va hirjm gop {> i/ 10000 ddn<111000}. Cac

ADB chi duoc x6c dinh trong gidm sdt h0u mai vA cdc ADB kh0ng ud'c tinh duoc rdn sudr xdy ra duoc xdp vio nh6m 'Khdng

biet tdn suat".

H$ co quan Thudng gqp

>'ll100 ddn

<1110

It gap

> 1/1 000 d6n

<1/100

Hidm gap

> 1/'loooo ddn

1 /1 000

Khdng bi6t tdn

su 6't

h/. 1

n0l loan mau va ne

bqch huydt

Mdt bach cdu hat

Gi6m bach cdu

Brdilocn he mi6n d!ch Ph6n fng di fng

Phir di fng / phir mqch

(bao gdm pht thanh

qu6ni)

Ngua

Md day

Ph6t ban

Phdn rlng phdn v9 /
dr fng

H6'i loan chuydn hrla vd

dinh dudnq

Tang dLtong huyet

Bdi loan t6m thdn Phin fng lo 6u

Rdi loan giac nori

7.r/
'/'

Bdi loqn he thrin kinh UAU OAU Ch6ng mpt

0au nia ddu

Hoa mdt

Run

Loan cdm gidc Gidm c6m giSc

Nsri sd

Hdi logn ma't Bdi loqn thi litc 0au mdt

Bdi loqn tim Nhip tim nhanh

05nh trdng ngLtc

Oau nggc

(dau thdt nggc)

Bd'i loqn mqch Phir {bao gdm

phi mgch)

Gian mach

Hq huyrii 5p

Ngdt

Hdi loan hd hdp, nggc

vd trunq th6't

Chdy m5u m0i

Nghet mui

Khd rhd'

Phi phdi2

Rd'i loqn ti6u hda T6o bon 0au bgng vd dudng ti6u

hda

Budn nOn

Khd tiOu

0dy hoi

Kh0 miOns

Tdng sdn nudu N0n

Suy giAm hoqt dQng

da diy-thqc qu6n

Bdiloan gan mft Tang men gan thodng

qua

Vbng da

Rdi loqn da vd md mdm uan d0 Hoqi d bidu bi nhi6m

d0c

ir!

l(i
$
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Nhqy cdm dnh s6ng

Phdn fng di ring

Ban xudt huy6t sd

th dy

Bdi loen cd xudng vd

m6 li6n k6't

Co co

Sung khdp

0au khdp

0au co

Bdi loan thqn vd tidt

niqu

0a ni0u

Tidu khd

Bdi loan h$ sinh sdn vd

vti

Rdi loqn cudng dudng

Hd'i loan todn thdn vd

tai vi tri d0ng thud'c

Cdm gidc mqi

mdi

0au khdng xdc dinh

0n lanh

' Cd rhd ddn d6n de dga tinh mang.

2 
Trudng hgp niy dugc bdo c6o khi sri dgng thudc vdi mqc dich gi6m co thdt trong thai k! (xem mUc "S0 dung thudc cho phrl

n0 c6 thai vb cho con bi"l

fl nh0ng b0nh nh6n c6n rhdm rdch m6u c6 tang huydr 6p dc tinh vir gidm rhd tich mdu lrtu thdng, co thd xAy ra hi0n tuqng

dqr ng0r tut huydt 6p ro rqt do gi6n mach.

0ud lidu vd cdch x0 tr[:

Trigu chtng:

Cdc tri0u chfng sau duqc bd0 cdo xdy ra khi ngQ dQc nifedipine nang:

Bdi loqn rirhfc cd rh6'd5n ddn hdn m6, tgt huydt 6p, rdi loan nhip tim: nhip tim nhanh / nhip tim chim, tdng duong huydt,

nhi6m acid chuydn hda, thi6u oxy m6u, sdc rim vdi phir phdi,

Xl tri quii liiu:

Uu ri0n loai bd rhudc khdi co rhd vb phr;c hdi tinh trqng tim m?ch dn dinh. 0Oc biQt trong lrudng h0p ng0 d0c nifedipine dgng

gidi ph6ng ch0m, loqi bd nifedipine cbng trigt dd cbng tdt, bao gdm cd d rugt non, dd trdnh tinh trqng tidp tqc hdp thu hoat

ch di.

Loi ich cia vigc kh0 d0c d'da dhy chua duoc khdng dinh.

1. Xem x6r st dlrng rhan hoqt tinh (50 g cho ngudi lrudng thbnh, 1 g/ kg cho trd em trong trudng hgp vd tinh qu6 lidu

d,rrd em) ndu b0nh nhdn nhap viQn trong vbng 1 gid sau khi udng mQt lrrgng thudc c6 lhd gdy d0c.

Mac du cd v0 hgp l!'khi gid dinh rdng viQc dilng than ho?t tinh mu0n cd ihd htru ich ddi voi cdc ch6 phdm phdng

rhich k6o dbi (susrained Belease, Modified Helease) nhurng vdn khdng cd bdng chung nio hd tr$ cho di6u ndy.

2. CAn nhdc lga chqn kh6c li r0a da ddy d ngudi trd0ng thirnh trong vbng 1 gid sau khi udng qud li6u thudc cd kh6

nang de dqa tinh mqng.

3. Xem xdr sf dgng rh0m lidu than hoQt tinh miii 4 gid ndu da udng m0r hlgng ddng kd trOn lAm sing thudc dqng

phdng rhich k6o dbi, cing vdi m0t li6u thudc nhuan trirng thdm thdu {vi dU sorbitol, lactulose hoic magnesi sulfat),

4. BQnh nhin khdng cd tri0u chting ndn duqc theo d0i trong it nhdt 4 gid sau khi udng thudc vd trong 
'12 gid ndu udng

thudc dpng phdng thich kdo dbi..

Loc/ thdm r6ch mdu khdng c6 rdc dgng, v) nifedlpine khOng bi thdm ph6n, nhung c6 thd truydn huy6t tuong thay thd {thudc

gdn krir vdi protein huydt tuong cao, thd tich phdn bd tuong ddi thdp).

Tut huydr dp hqu quA crla sdc tim vb gi6n dqng mpch cd thd dLrqc didu tri bdng calci (10-20 ml dung dich calci gluconat 10%

ri0m rinh mach ch0m trQn 5-1 0 phrlt; ndu chua dti hiQu qu6, cd rhd ridp tUc didu rri, ddng thdi theo d0i ECG). K6t qud li n6ng

d0 calci mdu cd thd d?r mfc d0 gidi han tr0n hoqc hoi tdng nhe,. Ndu kh0ng ndng duqc huydt 6p bdng calci, co rhd dirng
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th0m cdc chdt gidng giao cdm gdy co mqch nhu dopamine hoqc noradrenaline. Lidu lugng st dr;ng cdc loqi thudc trOn tiry

theo d6p rfng cia bqnh nhdn/ hi0u qui dat dugc.

Rdi loon nhip tim ch0m c6 rhd di6u tri triQu chfng bdng atropine, thudc gidng giao cdm beta, rrudng hop nang de doa sinh

mqng cd rhd dor mdy too nhip tam thoi,

Cdn thQn trqng khi truydn djch them do nguy cd qu6 rdi ru6n hodn.

0ic tinh dtl0c hjc hqc:

Nhdm thudc: Thudc chgn kdnh calci chQn lQc tric dr;ng chi ydu tr0n mqch m6u. Ciic ddn xudt dihydropyridine.

Ma ATC: COBCAO5.

Co chd ttic dtlng:

Hoat chdt crla thudc - nifedipine - li mQr chdr ddi kh6ng calci mQnh vi dqc hiQu thuqc nh6m l,4dihydropyridine. Thudc ldm

gi6m ddng ion calci di qua ming vio trong rd bdo th6ng qua k0nh calci chdm. Nifedipine doc bi0r rdc dqng l0n td bio co rim

vd td bio cdlrdn cia dgng mqch vdnh vh c6c mqch mdu ddi khang ngogi bi6n ddn ddn dan mach.

Trong tang huydt 6p, tdc dqng chinh crla nifedipine ld gdy gian mqch ngoqi vi vb do d6 ldm gidm sfc cdn ngoai vi.

Trong cOn dau thdt ngr;c, nifedipine gidm sfc cdn cria mqch m6u ngoqi bi6n vi d0ng mqch vinh, ddn ddn sg gia tdng d0ng

ddn mdu mach vinh, cung luong tim vi thdtich nhdr bdp, rrong khi gidm hqu gdnh.

Ngobi ra, nifedipine lim gi6n vla phii cd hai logi dqng mqch vinh binh thtldng vi bi xo v0a, do d6 bdo vq rim chdng co thdr

dQng mqch vinh vi cdi thiQn sqt tudi miiu cho co tim bi rhidu mdu cuc b0.

Nifedipine lbm gi6m tdn sudt cdc cdn dau thdt ngr/c vb c6c thay ddi rOn ECG do thidu mdu cuc b0 bdr kdsg g6p phdn cd li0n

quan cria co thdt dgng mach vtrnh hay xo v0a dgng mqch,

Udng nifedipine gi6i phdng chqm hai ldn m6i ngiy c6 t6c dr;ng kidm so6t tang huydt 5p trong 24 gid.

Nifedipine gidi phdng ch0m lbm gi6m huydt 5p theo ti l9 li0n quan trgc ti6p vdi ndng dQ ban ddu crla thudc. 0 nh0ng ngudi

binh thudng, nifedipine giii phdng chqm cd it hoqc khdng dnh hudng ddn huydt 6p.

1Ai trqng blnh nhi:

HiQn c6 rdt it thdng tin vd nifedipine vrii c6c dqng bdo chd vb li6u lrtgng khdc nhau cho cd rdng huydt 6qA tinh l5n rdng

huydr 6p m?n tinh so sdnh vdi c6c thudc ha huydt dp khdc. Hi9u qud chdng tang huydt ap c0a nifedipiilfuI Ougc cfrfng

minh nhung lidu khuydn c6o, vb d0 liQu tinh an toin khi dr)ng keo dii vi hi$u qud tr0n h0 tim mqch v5n lftd dugc nghiOn

criu. Chua co dqng bao chd cho bgnh nhi. L /O./
w'y

Oic tinh duqc d$ng hgc: I

Hip thu:

Nifedipine duqc hdp thu nhanh vir gdn nhu hodn toln ttt drtdng ti0u hod. Sinh khd dr;ng tobn thdn sau khi ding dudng udng

thay ddi trong khodng 40 ddn 56%, do chuydn hoa ban ddu iqi gan. Ndng dQ dinh rrong huydr tuong dat duqc sau 1,5 ddn

4,2 gid sau khi udng vi6n ndn gi6i ph6ng ch6m nifedipine 20 mg. Dirng thudc cing vdi thrlc dn lim chim nhung khOng lim

gidm sqr hdp thu crla thudc.

Phdn bd:

Ti 19 gdn kdt vdi protein (albumin) huydt tuong cia nifedipine lb khodng 95% (9497%).

Thdi gian b6n thii cria nifedipine sau khitidm/truydn tinh mQch dttqc xdc dinh lb vdo khodng 5 ddn 6 phr1t.

Chuydn hda:

Sau khi udng, nifedipine dugc chuydn hod d thdnh ru0t non vi trong gan, chri ydu qua qud trinh oxy hod. C6c ch{r chuydn

ho5 crla nd khdng cd hoat tlnh drtgc lUc hqc.

Nifedipine duqc bdi xudt chi ydu qua thpn drtdi dpng chdt chuydn ho6 vir c6 khoing 5-'15% dugc bbi xudt qua m0t vio trong

phdn. Ihbnh phdn kh0ng chuydn hod duoc tim thdy d dang vdr {dudi 0,'l%} trong nudc tidu.

Thtii trt:
Thdi gian bdn thdi vio khodng 6-1 1 gid (nifedipine gidi phdng chqm) do qud trinh hdp thu bi chom lai. Khdng c6 hign tugng

tich lu! thudc sau khi st dUng lidu udng thdng thudng trong didu rri k6o dbi. Trong nh0ng lrudng hqp suy chrlc ning thqn,

khdng cd rhay ddi ddng kd niro dugc phdr hi0n so vdi nguoi rinh nguyOn kh6e manh.
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Trong mgr nghi6n cfu so sSnh dugc dgng hQc crla nifedipine d b0nh nhdn tdn thuong gan nhe (Child Pugh Al hoac vria {Chlld

Pugh B) vdi nh0ng b0nh nhdn c6 chric ning gan binh thudng, th) dq thanh thdi cia nifedipine udng gi6m trung binh ddn 48%

{Child Pugh AlvbT2olo (Child Pugh B). Kdr qui lb AUC vd Cmax crla nifedipine tdng trung binh tuong fng ddn 93% vb 64%

{Child Pugh A) vd ddn 253% vi 171% {Child Pugh B) so vdi nhdm bQnh nh0n chric ndng gan binh thudng. Du0c d0ng hqc cila

nifedipine d nhdm bQnh nhAn idn thrtong gan nflng chua duqc nghidn cr]u {xem mqrc "Cdnh bdo vb thgn trqng khi dr:rng

th u dc" ).

D0 liqu an todn tidn ldm sdng:

Cdc drr li0u nghi0n cil'u tidn 16m sing khdng cho thdy cd nguy hai dac biQt ddi vdi con ngudi dr1a trOn cdc nghi0n cfu thudng

quy khd nang gdy d0c tinh, d$c gen vb sinh ung thtr khi dirng lidu duy nhdt vi nhdc lai.

00c thh ddi vdi sinh sin:

Ngurdi ra nhin thdy nifedipine c6 khd ndng gAy quSi thai trOn chu$t cdng, chu0t nhdt vtr th6, bao gdm cdc bdt thudng d ngdn,

di dang c6c chi, hd him 6ch, hd xudng fc vd cdc dt d?ng d xudng sudn.

Nh0ng dt dang rf chi vd bdt thudng ngdn thudng cd tnd le Uo tdn thuong tudi mdu tt cung, nhrtng c[ng quan sdt thdy trOn

nh[ng dQng vflt duqc di6u rri nifedipine chi sau khi kdt thtlc giai doqn hinh thdnh td chric.

Si dqng nifedipine cd li0n quan ddn nhl6u lopi tdc dung d0c cho bbo thai, nhau thai vi thai nhi, bao g6m cd tinh trqng bao

thai bi coi cQc (trdn chugt vir th6), nhau thai nhd vb ldp nhung mao ming d0m {d khi) k6m ph6t tridn, gdy chdt bio thai vd

rhai nhi (chu0r vi thd) vi k6o dAi thdi gian thai nghdn/gi6m khd nang sdng cbn so sinh {d chu0t, chua ddnh gi6 d cdc loii

kh dc).

Kh0ng rhd loqi rrir nguy co xdy ra vdi con ngrrdi nriu cd sg phoi nhi6m tobn thdn vdi thudc d0 ldn, tuy nhi0n tdt c6 cdc lidu

li0n quan t6c dqng gdy qudi thai, d$c cho biro thai hay thai nhi d dgng vqt gdy d0c cho cd thd d0ng vflt mg d'lidu cao gdp

nhi6u 16n so vdi lidu tdi da dirng cho ngrtdi (xem mqc "Sil dung thudc cho phq n0 cd thai vir cho con bil".

Ouy ciich ddng gdi:

It/divi0PA/AI/PVC1lAl chr?a l0 vi6n n6n bao phim gidiphdng chqm.

,Trong m6i h0p rhudc bdng giSy ct1'ng c6 6 vithu6c cing td'hudng ddn sLlt!ng.:*.r"
.r', f" --':".\/,,

0i6u kien bdo qudn:

Bdo qudn d nhi0t d0 kh0ng qud 300C.

Hgn d0ng:

60 thdng kd iir ngAy sdn xudt.

Khdng dilng vi0n n6n bao phim gidi phdng ch6m Cordaflex sau ngdy hdt hon duq'c ghi tr0n bao bi.

Kh0ng ding thudc ndu ban thdy thudc b! bi6n mdu.

\
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il;,x,"ti,i;l,' BQ Y rP
*il"ffqlc euAN r,f urlec

ceNG noa xA ngr cu0 Ncni.q. vrpr NAM
DOc lOp - Tu do - Hanh ffc

Hd N|| ngdy t+ thdng tt ndm 2022/QE-QLD

Cdn cil'l,udt Duo'c sA IOS/ZOt6/QII13 ngdy 06 thang 4 ndm 2016;

Cdn cu'Nghi dinh s6 f SnOlT/NE-CP ngdy 20 thang 6 ndm 2017 cila Chinh pht)

quy dinh chac ndng, nhiQm ru, quyin hqn vd co cd.u t6 chac cila 86 Y t€;

Cdn cw Th6ng tu srj 08/2022/TT-BYT ngdy 05 thang 9 ndm 2022 cita Bg tradng
B0 Y tA quy dinh viQc ddng tqt luu hdnh thutic, nguy€n hei hm thu6c;

Cdn ctr Th6ng ta s6 15/20|9/TT-BYT ngdy 11 thdng 7 ndm 2019 cila BQ tru6'ng

BO Y t€ quy dinh vi€c ddu thdu thutic tqi cric co' sd'y t€ c6ng lQp;

, , ,.,!
Can ct y ki,On cila IIQi d6ng tu vdn cdp gidy ddng bi, lru hdnh thu6c, nguy1n liQu

tdm thuoc Aq f tA,'

Theo di nghi cila Tru'6'ng phdng Edng lq, thuiic - Cuc Qudn ly Daq'c.

QUYET D[NH:

Diiiu 1. C6ng b6 Danh mr.rc 34 thu6c o6 chirng minh tucrng duong sinh hgc Dot
30 tpi Phu hJc kdm theo Quy0t dinh ndy.

Diiiu 2. Quy6t dfnh ndy co hiQu lyc k0 tu ngdy ky ban hdnh.

Didu 3. Gi6m d6c So Y t6; Gi6m drSc bQnh vi6n, vi6n c6 giudng bQnh tr.uc thuQc

BO Y ttl; Gi6m d6c co sd sin xuAt thu6c c6 thu6c dugc c6ng bO tai Di0u 1 vd Thu truong

c5c don vi c6 liOn quan chiu tr6ch nhiQm thi hdnh Quy0t dinh ndy./.

Noi nhQn:
- Nhu Ei0u 3;

- 86 tru&ng Edo H6ng Lan (d6 b/c);

- Tht'trudng D6 Xudn Tuy6n (dC b/c);
- Cuc trudng Vfr Tu6n Cuong (dC b/c);
- Bao hiem xd hQiViQt Nam;
- Csc Qudn y - BO Qu6c phdng;

- Cuc Y t9 - g0 C6ng an;

- Cpc Y te eiao th6ng vAn tei - B0 GTVT;
- B0 Y t6: VPB, Cuc QLYDCT, Csc QLKCB, Cuc
KHCNDT, Thanh tra BQ, Vu PC, Vu BHYT, Vu
KI{T'C;
- ViQn KN thu6c'fU', Vien KN thu6c'II']. HCM;
- IIiQp h6i Doanh nghiQp dugc Vi6t.Nam;
- Trung t6m mua sdm tflp trung thu6c QG;
- Cuc QLD: P.QLKDD, P,QLCLT, P.PCCTTa;

P.QLGT, VPC;
- Website cria Cpc QLD;
- Ltru: VT, DKT (02 bAn).

QUYfT EINH
V0 vi$c c6ng b5 Danh mgc thu6c c6 chfng minh

tuong tluong sinh hgc Egt 30

cvc rRrIdrrc cuc QUAN Lf DUqc

Nguf6n Thinh Lfim

6*r
2t
>l

s\

q
'\?Mlr

l*

cOruo rY
TNHH

DuqC PHA'M

u.N.l
VIET NAM

KT. CUC TRITdNG
puc rRuoNG/'firqb

,:'/- c.ucr Yili ouiirr r_k
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Phg luc:

DANH MUC 34 THUOC CO CHLNG MrNH TUONG EUOI{G SrNH HQC Eqn 30

(Ban hdnh kdm theo Q"yAt dinh s(i 740 /QE-QLD 
"Sdy 

14 / fi / 2022 cila Ctlc Qudn ly Daqc)

STT TOn thu6c Ho4t chit Him luqng Dgng bio
ch€

Quy c6ch

tl6ng g6i

56 tlnng kj Ccr sd sin xunt Dia chi ccr s& sin xuit Nufc sin
xuAt

1 Agilecox 200 Celecoxib 200 mg Vi6n nang

cimg

H6p2vix
10 vi6n;

Chai nhua

100 vi6n.

YD-25523-16 Cdng ty c6 ph.dn

dugc phdm

Agimexpharm

Kh6m Thanh An, P. MY Th6i,

TP. Long Xuy6n, An Giang

Vi0tNam

) Amaloris
10mg/1Omg

Atorvastatin (du6i

dang Atorvastatin

calcium

trihydrate);

Arnlodipine (ducri

dang Amlodipine

besilate)

Atorvastatin

(ducri dang

Atorvastatin

calcium

trihydrate

10,85mg) 10mg;

Amlodipine
(ducri dang

Amlodipine
besilate

13.88me) iOme

Vien nen

bao phim
HQp3vix
10 vi6n

\rN-23155-22 KRKA, D.D.,
Novo Mesto

Smarje5ka cesta 6, 8501 Novo

mesto

Slovenia

J Azizi Azithromycin
(du6i dang

Azithromycin
dihydrat)

500 mg Vi6n n6n

bao phim
HQplvix
3 vi6n

vD-3s695-22 C6ng ty TNHH

Traphaco Hrmg

YCn

Th6n Binh Lucrng, xE TAn

Quang, huyQn Vdn Ldm, tinh

Hrmg Y€n

Vi0tNam

4 Cifataze DT-

100

Cefixim (du6i

dang Cefixim

trihydrat)

100mg Vien n6n

ph6n tdn

kh6ng bao

Hdplvi x

10 vi6n

yN-23231-22 Micro Labs

Limited

Plot No. 121 - 124,K.I.A.D.B,
Bommasandra lndustrial

Area, 4th Phase, Anekal

Taluk, Bangalore - 560099 -

India

India

5 Cifataze DT-

200

Cefixim (du6i

dang Cefixim
trihydrat)

200mg Vi6n n6n

phdn t6n

kh6ng bao

H6plvix
10 vi6n

vN-23238-22 Micro Labs

Limited

PlotNo. 121 - 1Z4,K.I.A.D.B,

Bommasandra Industrial

Area, 4th Phase, Anekal

Ta1uk, Bangalore - 560099 '
India

India

6 Cordaflex Nifedipine 20mg Vi€n n6n

bao phim
gi6i ph6ng

chAm

HQp6vix
10 vi6n

\rN-23124-22 Egis

Pharmaceuticals

Private Limited

Company

9900 Kormend, M6ty6s kirSly

it, 65 - Hungary

Hungary
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viQn Dugc PhAm vd Dinh

du0ng Qu6c gia

56 chftng nhpn: OGYEY/ 8823-212017

H-1051 BudaPest, ZrinYi u 3.

1372P.O Box 450

ET: +36 I 88 69 300, Fax: +36 1 88 69 460

E-mail : o8;yei@o gyel. gov.hu, Web: www.o gyei. sov'hu

GIAY CHTTNG NHAN DU,qC PHAM'

(Giiiy chthtg nlfirt ndy tudn theo ctinh c)qng dugc Td chwc Y td Tltd gi6i khtrydn nghi)

Nudc xu6t khAu (chirng nhfn): Hrutgary

Nudc nhflp khAu (y€u ci\u): ViQt Nam

l. 'l'0n vd dgng bdo ch6 cita sdn phArn

Tgi Hungary: Corduilex 2A mg viAn nhr cti bgc phdng thich ch$nt

Tgi nrcfuc nhQp khilu fudu khtic): Cordr{lex 20 mg vidn ndn cd bpc phdng thich ch@m

1.1. Thdnh phAn hoat ch6t2 vd (c6c) lugng m5i don vi liAu3:

Nifedipturc 20 mg

p6 Uitit thdnh phAn hodn chinh bao g6m cA t6 dugc, xem dinh kdma: C4 xem Phy lltc

1.2. S6n phAm ndy c6 rlugc c6p ph6p luu hdnh tren th! trudng d6 srl dung t4i nudc xu6t khAu kh6ng?s Cd

1.3. Sdn phArn ndy c6 thyc sp c6 m{t tr6n thl tru}ng & nu6c xuAt khAu khdng? Cri

N6u c6u trh loi cho 1.2. li c6, ti6p tuc vdi phnn 2A vd bd qua phAn 28'

N6u c6u trdr l&i ctro 1.2. lA kh6ng, b6 qua phAn 2A vd titip tpc vdi phAn 2ts6

'fOn vd chir kf cria ngrrdi c6 thAm quyAn crha Co quan c6 thAm quy6n oia Hungary'

(de ki vd d6ng d6u)

Ti6n sT Csilla PozsgaY

T6ng cgc tru6ng

{fr
ctl

2\ 0\

w

Ngdy: 2310212016



2.A.1. 56 giAy ph6p sAn phAm? vi ngAy c6p:

Sd Gi/ly phhp srtn phrtm: OGYI'T- 3 72s / 02

Ngdy cfrp: 1993

2.A,2. ChU gi6y phdp s&n phAm (tOn vd dia chi):

Tin: Eg is Gytlgszetgtdr Zailkoruen Mukotlo Reszvenytarsasag

(Egis Pharmaceuticsls Private Limited Company)

Dfu cttt: -1106 Budapest, Kereszluri ut 30'i8'

Qudc gia: Hungary

2.A.3. Ttnh trpng cria chir gi6y ph6p s6n phArn8 (]'{h4p danh rnpc th{ch hqp nhu de dinh nghla trong ghi

chri 8): a) Ldm r0: KhAng

2.A.3.1. 1f0n vi dia chi cria nhd s6n xuAt s&n xuAt dang bdo ch'5 lA':

Tin: Egis Gytlgltszergyth Zartkoruen Mukodo Reszvenytusasag

(E gis Pharmace uticals Privata Limited C omp any)

Dia chi: H-9900 Kormenrl, Matyas kiraly lit 65'

Qudc gia: Hungary

2.A..4. Cbth6m vdo co s& t6m tit d6 ph6 duyQt kh6ng?'o Khilng

2.A.5. Th6ng tin s&n phAm dinh kdm, dusc phe duygt chinh thrlc c6 dAy dt vd ph[ hqp vdi gi6y phdp

kh6ng?rr Khing cung cdP

2.A.6. Ngudi xin chimg nh$n, n6u kh6o vdi cht gi6y ph6p (t€n vd dia cht)r2:

Khhng dp clryng

2.8.1. Ngudi nQp don xin chirng nh{n (t€n vA dia chi): Khdng dp clgng

2.B.2. Tinh trpng cfia ngudi nQp don (Nh$p danh mgc thich hqp nhu dugc x6c dinh trong ghi chtl 8)

Kh6ng ip dgng

I,

I
u

'Ien vi chir kf cria ngudi c6 thAm qtryon cira Co quan c6 thArn quyAn crta Hungaty'

T'i6n sT Csilla PozsgaY

T6ng cpc trudng

Ngiy: 2310212016 (da b, vd d6ng ddu)



2,8.2,1, TOn vi ctla chi cira nhi sAn xuAt sin xu6t dqng bdo chiS lae: Khdng dp dung

2.B.3. Tai sao thi6u iry quydn ti6p thi? Kh6ng 6p dpng

2.B.4. Nh{n x6tt3: KhAng

3. Co quan chung nhfln c6 sap x6p d6 ki0m tra dinh ky nhd m6y sin xu6t nsi sin xu6t d4ng bdo ch6

khOng?ra Cti (chi clirtrh cho ctic rtltd siut nfit Hungary)

N6u kh6ng ho{c kh6ng 6p dgng, hdy chuy6n sang c0u h6i 4.

3, I . Elnlr kj ki6m tra dinh k! (ndm): 3 rtlutt (chi ctdnh clto ctic nhd srtn xufu Hungary)

3.2. ViQc sdn xu6t dpng bio ch6 ndy dd dugc ki6rn ffa chua?

C6 (chi ddnh cho c6c nhd sin xu6t Hungary)

3.3, Co s0 vdt ch6t vd hopt dQng c6 phu hqp vdi GMP theo khuy6n nghi cira T6 chtc Y t6 Th6 gi6i

khOng?15 Cri

4. Th6ng tin do ngudi nQp don,cung cAp c6 d6p ring co quan chfng nhQn vd t6t ca c6c khia cpnh ctia qud

trinh san xu6t sdn phAm khdngr6: Cd

N6u kh6ng, hay gi6i thich: Ktthng

Co quan chrlng nhfn;

'I6n: Vi$n Dugc phAm vd Dinh du6ng Qu6c gia

Dia chi: 1051 tsudapest, Zrinyiu. 3.

QuSc gia: Hungary

DiQntho4i: +36-1-8869-300,Fax:*36-l-8869-460

T6n vi chfr kf cfia ngudi c6 thAm quyAn crla Co quan c6 thAm quyAn cl0ra Hungary.

(dA k), vd d6ng d6u)

Ti6n sT Csilla Pozsgay

-lI ong cuc lrucrng

I
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Ngdy: 2310212016

a

l

l

i

t
I

,l!
{

in



GH chrt girti th{ch

1, Gi6y chung nhQn niy, theo dinh dqng dugc wHo khuy6n nghi, x6c dinh tr+ng th6i cta dugc ph6m vi cria

ngudi xin c6p gi6y ch{mg nh6n tqi nudc xu6t ktrAu' N6 chl d}nh cho mQt sa,, pt'i* duy nh6t vl c6ch s{p x6p

s1n xuAt vd th6ng tin dusc phg duyQt .h" ;;;dil Ua" tr'e kh6c nhau vi d0 manh kh6c nhau c6 th6 ktr6c

nhau.

2. Su dgng, b6t ct khi ndo c6 th6, T61 qu6c ti6 khong dQc.quyan GNN) ho{c t6n q*6c gie kh6ng tlQc quyan'

3. C6ng th&o (thAnh phA, hoin chinh) cira dsng bAo ch5 phAi duqc ghi tr6n giAy chung nh0n holc duqc dinh

klm'
4. it i riO, vd thdnh phAn dinh luErg dugo tru ti6* nhrmg viQc cung c6p chtng ph6i tu6n theo thda thuAn cira cht

s& hfru gi6Y Ph6P sAn PhAm'

5. Khi o6 th6, tay tr.,e* 
"rri 

ti5t vd b6t ki hon ch6 nio dugc 6p dpng cho viQc b6n, phan phSi ho{c qu6n li san

phArn dugc n6u 16 trong gi6y ph6p siur phArn'

6, PhAn 2A vi 28 loqi trt i5n nhau'

;. Cto tiOr, [*ri c6 th6, n6u giAy phdp litqm thbi ho4c sin phAm chua dugc phd duy$t.

8. Chi dinh liQu nguUi chiu t6ch nhiQm dua sin phAm ra thi trulng:

a. sin xu6t c6c d4ng bdo ch6;

b. bao bl v)./ho[c ii*rf.,* dane beo ch6 do mgt c6ng ty tl6c l6p s6n xu6q ho+c

c. kh6ng li6n quan d6n nhtng didu tr6n'

g. Thdng tin ,ay .rri'.0 tr,t;;;;;r;s cAp khi c6 sv ddng f cria chir s& htu gi6v ph6p sAn phAm ho4c' trons

trtrbng hqp sin phAm kh6ng dugc d6ng kf thi phni c6"sv d6ng f cria ngudi nQp don' Vigc kh6ne hodn thdnh

phAn niy cho thdy ring b€n c6- li6n q'u' aa il'o'e odng 1r aua ttro"g tin'niy vlo"cAn lm j ring th6ng tin

li6n quan Oe, aU Aierr-san xuiit f a *'Ot pt An .,i";Ay il6p sin phAni' Niiu thay d6i nsi s6n xu6t' giAv ph6p

phii dusc ctp nh0t holc n6 kh6ng cdn gi6 tri'

ro. ili6u ,av aO rap iO, ,ar iilrl i;;0, ; co quan quin lf qu6c gia soan thf,o' t6m tit co sd k! thuSt mi sin

phAm dd dugc c6p phdp' t . . ., 
^ 

-- ----.^-
11. ;il; ;y aa 

"a,'a|"^iting 
tin sd, phAm d6 dusc co quan qu6n li qu5c gia c6 th6m quv6n ph6 duvQt' chlng

h+n nhrD[c di6m sin ph6rn t6m tit (SPC)

12. Trong truhng hgp nay, ph6i c6 sg cho ph6p c6p giAy chtmg nh4rr ttl chir sd htru gi6y ph6p sin phArn' Ngubi

nQp d"n phii cung c6p sv cho ph6p ntry cho co quanc6 thdrn quy6n'

13. v; to;ri1,o uiet ry a'" ma nguoi nQp don dd cung cAp d6 khong y6u cAu ddng kf '

a. ,an InA* da duqc pmt ti6n dAnh ri€ng cho viec diAu tri c6c bQnh - tl{c biQt li c6c bQnh nhiQt tloi 'kfi6ng

phAi li bQnh d[c htu & nudc xuAt khAu;

b. ia, pfra* da d; cii ti6n d6 cli thign tlnh 6n dinh cta n6 trong di6u kien nhiQt d6i;

c. sin phAm 116 duqc cii ti6n d6 loai rrir c6c t6 duqc kh6ng dugc ph6p s& dgng trong dugc ph6m d nudc

nh$p khAu;

d. sin phAm d6 dugc cii tii5n O6 d6p (rng gidi hOn liAu luqng t6i da kh6c nhau cho mQt thinh phdn hoat ch6t;

e. b6t ky ly do ndo kh6c, wi lbng n€u r0'

14. Kh6ng 6p dqng c6 ng5Ta li vi$c s&n xuAt dang di6n ra & qu6c gia kh6c vdi qu6c gia c{p giAy chimg nh6n sin

;il";;,efi;; .[ ;;s. tiSn hnnh auoi su b6o d6rn cra qu6c gia si, xu6t'

15. c6c y6u cAu vA thirc hinh t6t long san xu6t va ki€m tra ctr6i tuqng thu6c dugc d6 cflp trong gi6y ohung nh$n

ld nhtrng y6u cAu trong b6o c6o thrl rr, *J rrui cira uy ban chuyEn gia vA tl4c tli0m kI thu0t.cho chii phAm

dugc pham, Lopt b6o c6o k! thuflt cfia wHO riS SZt ,,6* 1992, Phu lqc l. c6c khuy6n.nghi 6p dung cu th6

"i" "i" 
.i" *Am sinh hgc df, dtrsc dtta ra b&i tly ban chuy6n gia cira WHo vA ti6u chuiin sinh hqc (Loat b6o

c6o k! thuat cia WHO, s6 822 nem 1992, Phq lqc 1)'

16. phin ney ,e e.rg" hodn thinh khi nguui nQp clon hoflc chir giAy phdp s6n phAm phn hqp vdi h4ng th6i (b)

holc (c) nhu ctugc m6 t6 trong giri ch0 B & tren. N6 c6 tim quan trgng d6c biet khi c6c nhd th6u nudc ngodi

tharn gia sin xuAt s6n phAm. Trong nhirng trubng hqp niy, ngudi nop tlsn cAn cung c6p oho oo quan ohtng

nh4n th6ns tin 66;;il;;ul, r.y t6irr,iu tr6ch nhigm cho tung giai clop sAn *,At dpng bio chiS thlnh

phim, rnirc dO ; il .i,At ,i u U$,t ti Ui$n phAp ki6m so6t ndo dusc thyc hiQn d6i v&i m6i b6n nlv'
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PHULUC

CORDAFLEX 20 mg vi6n n6n c6 bgc ph6ng thlch chfm

Thanh ph6n

MOt vi6n ndn c6 boc chrla;

Ldi:

Nifedipine

Hydroxypropylcel lul ose

Magnesium stearate

Ph6n t6n polyacrylate, ch6t kh6 (0 dAng phAn t6n 30%)

Talc

Croscarmellose sodium

Lactose monohydrate

Xenluloza, vi tinh th6

Vd boc:

6xlt sit den (E172)

6xit sft d6 (E172)

Magnesium stearate

Titanium dioxide (E 171)

Hvoromellose 6 cP

20,0 mg

0,50 mg

0,60 mg

1,90 mg

2,00 rng

26,0 mg

30,0 mg

99,0 mg

0,12 mg

0,48 mg

0,50 mg

1,64 mg

5,26 mg
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T'6ng trgng lugng cria mQt vi6n c6 bgc 188 mg
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l1g 1 1 n[n1 g ThiNga, A4 - TTig Khu d6 thi
rlulll llay, ttga! uL urorrb r I rrsrrr !v-vt

Van quan, ion pt",,it. pfiuOng Phirc La, qufln Hd DOng' thdnh pho HeNoi'
-4 r t

#i';ffili* ;[_; ;ffi;l';;;a,t*i!;;s1#il ihi i,reu, s6 a+ - rrle Khu d6 thi v6n Qu6n, 
y6n phric,

phuong Phic La, iu6n Hd D6ng, thAnh ph6 He NOi'

cn0Nc NHA'N:

CERTITY THAT:

B6n dich ndy do ba Lc Thi ChA, CMND s6: 01239?795 cAp ngity 2311212009 tpi c6ng an Ha Noi, li cQng t6c

vien pni6n ctich cria vdn ph6,g Cdng ohri,s_r_r1r.gnq rlii.*gJl.*a - 'IT19 Khu d6 thi Vnn Qu6n, YAn Phric'

phulng phric I-a, qran g*ioo,rE, irii"il pr,O i-ra NOi. Ea oi"l, tu tiiing Anh sang tiilng ViQt'

CfrU foi trong bAn dich dring lA clrt lql ctra bn LO Thi Chd;

N6i dune cria uan dich chinh x6c, khbng vi phpm phdp luft. kh6ng trdi vdi dao dtlc x6 hQi;

;;; A;f ;d; 
'td, 

trang. luu mQt ba^ tai van phdng cdng.chrlng Trucrng Th! Nga, A4 - TT19 Khu tl6

thi Vln qi6n, YC' Phric, phuoig P.h[c La, qu$n Hd Dbng, thinh phi5 Ha N6i'

SO 
"ang "lriing, 

I Quy6n s6: 01 -TP/CC-SCCiBI)

Ngudi dich

L€ Thi chil
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CCYEI
National lnstituts ol
Pharmacy and Nutritlon

H.l05l Budapost, Zdnyi u, t.
l37l P.0. 8or:160.

Ts[ +30 I 88 60-300, Flx +t6 I OO 00 tOO

E*rll: o0yol@ogyol4ov.hu. Webl wumr.ogyoi.gov.hu
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cerif icateNo.:oGyI/...,..,.i,!*&,#-i&,,.*,tzoto

CERTIT'ICATE OF' A PHAR]T{ACEUTICAT PRODUCTI

(This certiticate confarms to theformat recommended by the Wortd Health Organtzatton)

Exporting (certifyrng coulhry) : Hungary

Importing (requesting country): Wetnam

l. Name and dosage form of the product

In Hungary: Cordaflex 20 mg retard jilmtablefra

In the importing country (itdffirent): Cordaflex 20 mg retardlilm-coated tablets

1.1. Aotive ingredient(s)2 and amount(s) perunit dose3:

Nt{edipine 20 ng

For complete composition including excipients, see attached4: yes, see Annex

l'2. Is this product licensed to be placed on the market for use in the exporting country?s yes

1,3. Is this product actually on the market in the oxporting countr/? yes

If the answer to 1,2. is yes, continue with section 2A and omit section 28.

If the answer to 1,2. is no, omit section 24 and continue with section 286:

Namo and signature of the authorized person of the Compotent

, '.J
' ;". . ... ,*

Date:
20ffi r$fl 2 3



C ert i ficate No. : oG YV .,.,,,.{.,,{-,*,,3. ;..*......12 o t o

2.A.1. Number of product licenceT and date of issue:

Product licence No.: OGYI-T- i725 / 02

Date olissue: 1993

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

Name: Egls Gydgyszergltdr Zdrtkdrllen MflhddfRCszvdnytdrsasdg

(Egis Ph arm sce utlcflls Prlvate Llmited Company)

Address: H-1106 Budapesg Keresztrtri il 30-38,

Country: Hungary

2,A,3, Status of produot licence holderE (Key in appropriato catogory as defined in note 8): a)

Clarificatlon: None

2.A.3.1. The name and address of the manufactursr produaing the dosage form ise:

Nnme: EghGydgStszeryydrZdrtkdr{lenM{lkfidilRdowdnytdrsosdg

(Esls Pharmaceuticals Private Llmited Company)

Addrec* H-99A0 Kdrnenil Mdtyds kird$ il 65,

Country: Hungary

2,A,4,1s a summarybasis for approval appended?rolYo

2,A,5,Is the attached, officially approved product information complete and consonant with the

licence?f 
r 

Not provlded

2.A,6.Applicant for certificate, if different from licenoe holder (name and address)I2:

Not applicable

2.B.1. Applioant for certificato (name and address)t Not oppllcable

2.8.2. Status of applicant (Key in appropriato category as defined in footnote 8\ Not appltcahle

Name and signature ofthe authorized penon of the Competent

\
{
:0

:{l

ff

I
4

Date: 2016 FIER 2 3,



certifi care No. : oGyv .,,.,, !,.f- *. 3.; k....... r zarc

2.8.2.1. The name and address of the manufacturer producing the dosage form ise: Not applicabte

2.8.3. Why is marketing authorization lacking? Not applicable

2.B.4. Rernarksr3: None

1. 
D9o the certifuing authorify ilrange for periodic inspection of the manufacturing plant in which

the dosage form is produced?ra Yes (Hungautan nanafocturers only)

Ifnot or not applicable, proceed to question 4.

3.1. Periodicity of routine inspections (years): 3 years (Hungarian manufocturert only)

3.2. Has the manufacture of this tlpe of dosage form been inspected?
Yes (Hu ngarian m anufacturers only)

3.3. Do the facilities and operations conform to GMP as recomme,lrded by the World Health
Organization?ts Yes

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

If no, explain: None
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Certi&ing authority:

Namo:

Address:

Coun8y:

Telephone:

National Instituta of Pharmacy and Nutrition

l05l Budapes! Zrlnyi u.3.

Hungary

+36-l-8869-300, Fax: +36-l-8869-460

Name and signature of tlre authorized person oftho Competent

,.

,j.,:

Date:
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Erylanatory notx

l. This csrtificate, which is in the format recommended by WHO, ostablishcs the status of the
phannaceutical product and of the applicant for the certificate in thc cxporting country. It is for a
single product only siucc manufacturing anangements and approved information for different
dosage forms and different strengths cao vary.

2. IJse, whenever possible, Intemational Nonproprictary Names (INNs) or national nonproprietary
names.

3, The formula (complete composition) of the dosage form should be given on the certificate or be
appended.

4, Details of quantitative composition arc prcfered but theirprovision is subjeot to the agrwment of
the productJiccncc holder.

When applicable, append details of any restriction applied to thc sale, distribution or
administration of the product that is specified in the product licenco.

Sections 2A and 28 are mutually exclusive.

Indicate, whcn applicable, ifthe licence is provisional, or tho product has not yet been approvcd.

Specify whethcr tho pcrson rcsponsiblc for placing the product on the markct:

a. ma*ufactwes the dosage form;

b. packages and/or labels a dosage form manufactured by an indepondent company; or
o. is involved in uone ofthe above.

9, This information can only be provided with the consent of the product-liceuco holdu or, in thc

caso of non-registered products, thc applicant. Non*ompletion of this section iadicates that tho

party conccrnod has not agrced to inclusion of this infonnation. It should be noted that

information conoerning 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.

10. This refers to the document, prepared by somc national regulatory authorities, that sumrrarizes

thc technical basis on which the product has been licensed.

I l. This refers to product infonnation approved by the competent national rcgulatory authority, such

as Summary Product Characteristics (SPC)

12. 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.

13. Plcasc indioate thc reason that the applicaot has provided for not requosting regishatiou.

a. thc product has bcen dcvcloped exolusivcly for the treatment of conditions - particularly

tropioal diseases - not e,ndc,mic in the country of export;

b. the product has been refonnulatei with a view to improving its stability under tropical

conditions;

c. the product has becn rcformulated to exclude excipients not approved

pharmaceutical products in the country of import;

d. the product has been roformulatod to meet a differpnt maximum dosagc

active ingredient;

e. any other reason, ploase spocifr.

14. Not applicable means the manufacture is taking placo ia a country othcr than that issuiug the

product certificate and iuspoction is conducted under thc acgis of the country of manufacturo.

15. The requirements for good practices in the manufacture and quality oontrol of drugs referred to in

the certificste are those included in tho thirty-socond rcport of thc Bxpert Committee on

Spooifications for Pharmaoeutical Prqarations, WHO Tcohnioal Roport Series No. E23,1992,
Annex l. Rccommcndations spccifically applicable to biological products have beeo formulated

by the WHO Expert Committee on Biological Standardization (WHO Tecbnical Raport Series,

N0.822, 1992, Annex l).
16, This sootion is to bo complatgd whon thc produot-licencc holder or applicant confoms to statug

O) or (c) ae doscribod in note 8 above, It is of partioular importanco whon foroigg oontraotors a$
involvcd in the manufaoturo of the product. In thcso circumstance the applicant should supply

thc cedifying auttrority with information to identify the contracting partics rcsponsible for each

stage of manufacture of the finished dosage form, and the extent and nature of any Jgnrols-
oxercised over each of these parties, /4'.; '''" - ' .
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ANNEX

CORDAFLEX 20 mg retsrd lilmtabletta

Composition

One film-coate-d tablet containsl

Core:

Nifedipine
Hydroxypropylcellulose

Magnesium stearate

Polyaorylate dispersion, dry substance (in the form of 30% dispersion)
Talc

Croscarmellose sodiunr

Lactose monohydrate

Cellulose, microcrystalline

Coating:

Black iron oxide (EI72)
Red iron oxide (E172)

Magnosium stearate

Titanium dioxide (E l7l)
Hvoromellose 6 oP

20.0 mg
0.50 mg

0.60 mg

1.90 mg

2.00 mg

26,0 mg

30.0 mg

99.0 mg

0.12 mg

0.48 mg

0.50 mg

1.64 mg
5.26 ms u
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Total weight of one film-coated tablet 188
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