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2 - NHAN TRUNG GIAN:
2.1 -Hop 1 vi x 10 vién:

CIBUFA 100
(Clprofibrat 100mg)

Thuéc ké don / Prescription drug

CIBUFR 100

(Ciprofibrat 100mg)

Hép 1 vi x 10 vién nang cling
Box of 1 blister x 10 capsules

<>

£/ 20 a No\

SBK/Reg.No.:
CISUFA 100
(Clprofibrat 100mg)
| i
!
| CIBUFA 100 S St e
5 16 SX/Batch No.:
| (Ciprofibrat 100mg) Han ding/Exp.Date:
|
| CONG THUrC: M&wénchura COMPOSITION: Each capsule contains
| Ciprofibrat................ Ciprofibrat... . 100 mg
Ta duge..... i Excipients... q s 1 capsule
Chidijnh, cichdl‘mq. Ch chI d|nh va Indications, ntraindications

cée thong tin khéc: Xem wang & hudng und other informations: See enclosed
eaflet.

dén st dung thude kém theo,
Bao quan: D& noikh, tranh anh sang. suage:suehadryplaoe protect from light
Nhuetmdum 30°C Temperature under 30°C

dlnsrr Spg&g:aﬁon Manufacturer's
rw&; lruﬂ::kh! the leafiet carefully before using
me "'«119 - Keep out of the reach of children

Ma vach Cor 56 sdn xuit: CONG TY CPDP TIPHARCO
15 Bfc Binh Kidu, P2, TP. M Tho, Tinh Tién Giang




https://trungtamthuoc.com/

2 - NHAN TRUNG GIAN:
2.2 - HOp 2 vi x 10 vién:

0010055
AL ‘o

oY o
o/ CONGTY \O
5[ cO PHAN S S S
x| puac PHAM c;’
*#TIPHARCO i)
‘:.
?‘HO . \

R Thudc ké don / Prescription drug

CIBUFA 100

(Ciprofibrat 100mg)

Hop 2 vi x 10 vién nang cirng
Box of 2 blisters x 10 capsules

>

CIBUFA 180

SBK/Reg.No.:
(Ciprofibrat 100mg)
| Ngay SX/Mfg.Date:
| L'EUFR 108 16 SX/Batch No.:
(Ciprofibrat 100mg) Han dung/Exp. Date:
| CONG'I‘HU'C Mai vién chira COMPOSITION: Each capsule contains
Ciprofibrat, ...100 mg Ciprofibrat.... B |
Tadugc. vd. 1vién Excipients....
chfdjnh “Cach dt‘mg. Chéng chidp:h va Indlcatlom, nge, Contraindications
| céc thong tin khac: Xem trong t& huéng and other informations: See enclosed
dén sir dyng thude kém theo. leaflet.
Bao quan: P& noikhd, trénh dnh sang. Storage: Store in a dry place, protect from light
Nhiét d6 duwéi 30°C Temparature under 30°C
n: TCCS Specification: Manufacturer's
awwmmﬁawmmmm Read the leaflet carefully bafore using
Dé xa thm tay Koep out of the reach of children
Ma vach Co 67 s4n xudt: CONG TY CPDP TIPHARCO
15 Déc Binh Kidu, P2, TP. My Tho, Tinh Tién Giang
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CIBUFA 100

(Ciprofibrat 100mg)

R Thubc ké don / Prescription drug

CIBUFA 100

(Ciprofobrat 100mg)

Hop 3 vi x 10 vién nang cteng
Box of 3 blisters x 10 capsules

P>

CIBUFA 180

SPK/Reg.No.:
CisUFA 120
(Ciprofibrat 100mg)
| CIBUFR lm Ngﬂy SX/Mfg.Date:
| U 5516 SX/Batch No-
| (Ciprofibrat 100mg) Han ding/Exp.Date:
CONG THUC: M vién chira COMPOSITION: Each capsulecontama
| Ciprofibrat. AR
| Taduge.
| ehi

dén sirdung thudc kém thea,

ntral
| cée Ong tin khéc: Xem trong t& hudng lbl'g‘ other informatlons: See enclosed g
Béo quén: D& nolkhd, tranh dnh sdng. w%mawmmmlm

Nhigt do dudi 30°C Temperature under 30°C
Tiéu chuln: TCCS Specification: Manufacturers g
Boc k9 hung din st dyng it K ding  Read the et carfuly befoo sing
xa thm tay cia tré em Keep out of the reach of chikiren
|
Mé& vach Co 86 sin xudt CONG TY CPOP TIPHARGO

15 Bdc Binh Kidu, P2, TR My Tho, Tinh Tidn Giang
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2 - NHAN TRUNG GIAN:
2.4 - Hop 5 vi x 10 vién:

CIBUFA 100

CIBUFA 100

(Ciprofibrat 100mg)
CONG THUPC: MBi vién chira COMPOSITION: Each capsule contains
Ciprofibrat............cc.covenniennvenrrnen 100 MG CIPIOADIAL. ..o vvvvereivierecrereersreerreen 100 mg

TAAWOC.....cvervrviiienerinsernnnsn Vo, 1 VBN EXCIDIONIS...ovvvvvrvvvvvcsssrennsnn 0.8, 1 CAPSULG

Chidjnh, Céchding, Chdngchidinhva Indications, Usage, Contraindications

céc théng tin khac: Xem trong 1o hwong and other informations: See enclosed

déin st dung thudc kém theo. leaflet.

Bio quan; D4 noi khé, trdnh énh séng. Storage: Store in a dry place, protect from ight
!-_lr!éigssdadvafsn’c Temperature under 30°C

n:

Tiéu Specification: Manufacturer's

R Thuébc ké don / Prescription drug

CIBUFR 120

(Ciprofibrat 100mg)

Hép 5 vi x 10 vién nang cling
Box of 5 blisters x 10 capsules

GMRP - WHO

SPK/Reg.No.:
CIBUFA 100
(Ciprofibrat 100mg) Ngay SX/Mfg.Date:

S8 SX/Batch No.:

Ma va ch Han ding/Exp.Date;
Boc ky hwdmg dén siv dyn, Read the leaflet careful
liyizl.niw: khi ding ki before ulf:; ¥
Dé xa thm tay cia tré em Keep out of the reach of children

Co s& sin xudt: CONG TY CPDP TIPHARCO
15 Bdc Binh Kigu, P2, TP. Mj Tho, Tinh Tién Giang
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2 - NHAN TRUNG GIAN: /57 cona T 5
2.5 - H&p 10 vi x 10 vién: +{ DUge PHAM )+

CIBUFA 100

(Ciprofibrat 100mg)
CONG THUPC: Méi vién chira COMPOSITION: Each capsule contains
Ciprofibrat...........cccccoovvriiivcrninnr.. 100 Mg CIprofibrat............coovererverrireennrnnn, 100 mg

UOC. v o, 1VIEN EXClplents.......vv,.n. 0.8, 1 CAPSUIE
Chidjnh, Cach ding, Chéng hidinhva Indications, Usage, Contraindications
céc théng tin khéc: Xem trong t& huéng and other Informations: See enclosed
déin sir dung thudc kém theo, leaflet,

Béo quan: B4 noikhé, trénh anh sang. Storage: Store in a dry place, protect from light

Nhiétd dudi 30°C Temperature under 30°C
Tiéu chudn: TCCS Specification: Manufacturer's

a Thuéc ké don / Prescription drug
CIBUFRA 100
(Ciprofibrat 100mg)
Hép 10 vi x 10 vién nang cling
Box of 10 blisters x 10 capsules
\ SDK/Reg.No.:
CIBUFR 180 Ngay SX/Mfg.Date:
(Ciprofibrat 100mg) Sg 16 SX/Batch No.:

Han dung/Exp.Date:

CIBUFA 100

Boc ki hwéng dén s dyng Read the leaflet carefully
triedre khi ding before using
Dé xa tdm tay cia tré em Keep out of the reach of children

Co & sin xudt: CONG TY CPDP TIPHARCO
15 Bdc Binh Kidu, P2, TR My Tho, Tinh Tién Giang
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& HUONG DAN SUDUNG THUOC
Rx CIBUFA 100

Thude nay chi dung theo don thuébe.

Doc k¥ hu’t)’ng dén sir dung trudée khi dung.

Dé xa tAm tay tré em.

Thong bio ngay cho béc s§ hoic duoc sy nhitng tic dung khéong mong mudn
gap phai khi sir dung thudc.

Khéng diung thudc khi da qua han dung ghi trén nhan.
1/~ Thanh phin cdng thire thude: Cong thirc cho 1 vién nang cing:

Thanh phan hoat chat:
Ciprofibrat 100 mg

Thanh phin ti duoc:
Natri lauryl sulfat, Croscarmellose natri, Lactose, Tinh bot mi, Magnesi
stearat, Colloidal silicon dioxid vira du 1 vién.
2/- Dang bao ché: Vién nang cing sé 2, than nang mau hdng nhat, nip nang mau
nau hong, bén trong chira bt thuée mau trang hay trang nga.
3/~ Chi dinh:

CIBUFA 100 dugc chi dinh bd sung vao ché do #n kiéng phu hop va cac bién
phép khéng dung thude khac (nhu tap the duc, giam can) trong céac truong hop sau:

- Diéu trj ting triglycerid mau nghiém trong ¢6 hoic khong kém theo giam

HDL-cholesterol.

- Tang lipid mdu thé hdn hop khi chéng chi dinh hoic khong dung nap statin.
4/- Cich dung, lidu dung:

K&t hop vai ché d¢ an kleng, thuéc nay 1a mot phuong phap diéu tri tricu chung
theo liu trinh kéo dai, hiéu qua cin duge theo di dinh ky. Liéu luong 1a 1 vién mdi
ngay.

Vién nang cimg CIBUFA 100 chi nén ding bing duong uéng.

Neuoi 1én:

Li¢u khuyén cgo la 100 mg mdi ngay. Khéng nén vuot qua lidu nay (xem phin
Canh bdo va thdn trong khi ding thuéc).

Neoudi cao tudi:

Liéu dung tuong tu nhu déi véi nguoi 16n, nhung phai tuan thu can than nhiing
canh bao va than trong dic biét khi sir dung.

Tré em:

Thude nay khong nén duogc stt dung 6 tré em do thiéu dir lidu lién quan dén tinh
an toan va hi¢u qua ¢ nhém doi tugng nay.

Suy than:
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O nhiing bénh nhén suy than vira phai, nén giam liéu ciprofibrat xudng 100 mg

mdi ngay. Cén phai theo ddi chit ché bénh nhan. Khoéng nén dung ciprofibrat trong
trudng hop suy thin ning.
5/- Chong chi dinh:

Thude nély kh(’jng duge k€ don trong céc trudng hop sau:

- Qua man vé6i hoat chat hodc vé&i bat ky ta dwoc nao duoc liét ké trong phan

Thémh phan céng thike thudc.

- Suy gan.

- Suy thén.

- Phéi hop voi cac fibrat khac hodc rosuvastatin véi lidu 40 mg (xem phén

Canh bdo va than trong khi dimg thuée va Twong tdc, twong ky cia thuéc).
6/~ Céanh bdo va thin trong khi diing thude:

Néu sau vai thang st dung thube (3 dén 6 thang) ma nong do lipid huyét thanh
khong gidm dén gia tri thoa dang thi nén xem xét cic phuong phép didu tri bd sung
hodc sir dung liéu phap thay thé khac.

Co

Ton thuong co, bao gdm c4 nhing truong hop dic biét cua tiéu co van, di duoc
bao cdo voi fibrat. Ton thuong co nén dugc xem xét & bat ky bénh nhan nao bj dau
co lan téa, dau nhirc co, yéu co va/ hoic ting dang ké luong CPK ¢6 ngudn gbe tir co
(16n hon 5 1an binh thuong): trong nhiing diéu kién nay, nén ngimg diéu tri.

Ngoai ra, nguy co ton thuong co ¢6 thé tang lén khi két hop voi fibrate khac
hozic vé6i chét tre ché HMG-CoA reductase (xem phan Chéng chi dinh va Tuwong tac,
twong ky ciia thuéc).

Vi ton thuong co phu thude vao liéu luong, liéu lugng hang ngay khong duoc
qua 100 mg.

Nguy co méc bénh co ¢6 thé tang lén khi ¢6 cdc yéu t& gay bénh sau:

- Suy than hodc giam albumin mau nhu trong hoi chimg thén hu,

- Suy gidp,

- Ubng qué nhiéu rugu,

-~ Trén 70 tudi,

- Tién sit cd nhan hodc gia dinh méc cic bénh co di truyén,

- Tién sir ¢4 nhéan bi tén thuong co véi mat fibrat khéc.

Suy giap, c6 thé 1a mot nguyén nhan cta rbi loan lipid mdu, nén duge chan doan
va diéu tri trude khi st dung ciprofibrat.

Chire néing gan

Thén trong khi str dung cho nhiing bénh nhan cé bat thuong vé gan.
Tang transaminase thu‘(rng thodng qua & mot s6 bénh nhan. Theo cac thoéng tin
thu duge hién tai, ¢6 thé can thuc hién cic didu chinh sau:

- Theo ddi néng db céc transaminase trong co thé 3 thang mot lan trong 12

T
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thang dau diéu tri.

- Ngtng diéu tri trong truong hop ting AST va ALT Ién hon 3 ldn g161 han trén

cua mirc binh thudng hoic ¢6 chin doan tén thuong gan @ mat.

Trong truong hop diéu tri dong thoi véi cde thube khéng vitamin K, ching nén
duge dung véi lidu lugng giam, dugc didu chinh theo INR (xem phin Tuwong idc,
twong ky ciia thuoc).

Tré em

O tré em, vi tinh an toan khj sir dung l4u dai chua dugc chimg minh va chua biét
tac dung cu thé lén su phét trién cta co thé dang phat trién, chi nén can nhic sir dung
khi ¢6 r6i loan lipid nghiCm trong va nhay cdm véi cac phuong phép tri liéu.

Canh bao ta duoc

Thuéc nay chia lactose. Bénh nhén ¢6 van dé vé di truyén hiém gdp 1a khong
dung nap dugc galactose, thiéu men lactase hoic khé hép thu glucose-galactose
khong nén dung thude nay.

Thuéc nay chira tinh bét mi. Tinh bot mi ¢6 thé chira gluten nhung chi véi mot
lugng rat nhé, do dé dé coi 14 an toan cho bénh nhan mic bénh coeliac, bénh nhin di
tng v6i tinh bot mi (khac véi bénh coeliac) khong nén dung thude nay.
7/~ Sit dung thuée cho phu ni¥ ¢é thai va cho con bi:

Thoi ky mang thai

Khéng c6 bang chirng cho thay ciprofibrat gy qudi thai, nhung c4c ddu hi¢u doc

tinh dé dugc quan sat thdy trong céc thir nghiém géy quai thai li¢u cao & dong vat. V¢é
mit 1dm sang, cho dén nay khéng c6 téc dung gdy di tat hodic gdy doc cho bio thai.
Tuay nhi€n, viéc theo ddi su anh huéng khi tiép xtc véi ciprofibrat trong thai ky la
khong du dé loai trir bat ky nguy co nao, va do do, viéc ké don trong thoi ky nay
khong duogc khuyén cdo. Khong nén chi dinh ké don fibrat trong thai ky, trir trudng
hop téng triglycerid mau ngng (> 10 g/ 1) khong thé diéu chinh thoa déng bang cach
thay d6i ché do an va khién ngudi me c6 nguy co bi viém tuy cép.

Thai ky cho con bu

0 chudt, ciprofibrat dugc bai tiét qua sita. Khong c6 thong tin vé& viéc ciprofibrat
di vao stta me. Do d6 khong khuyén khich ké don thube trong thoi ky nay.
8/~ Anh hwéng cia thude 1én kha niing lai xe, van hanh may méc:

Dung ciprofibrat hiém khi gay chong mit, budn nga va mét moi. Bénh nhén nén
duoc luu y khéng l4i xe hodc sir dung may méc néu ho méc nhiing tac dung khong
mong mubn nay.

9/- Twong tic, twong ky ciia thube:

Phéi hop chéng chi dinh

- Fibrat (cac thude khéc trong nhom)

Téng nguy co mic cac tic dung khong mong mudn nhu tidu co van,
myoglobin ni¢u va déi khang duoc luc hoc gilra hai phan tir thudc (xem phan
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Chong chi dinh va Canh bdo va than trong khi dimg thuéc).
- Rosuvastatin vi liéu 40mg

Nguy co mic thém cac tic dung khong mong mudn (phu thuéc vao lidu

lugng) nhu tiéu co van.
Phéi hop khéng duoc khuyén céo
- Thubde e ché men khir HMG-CoA (nhom statin)

Nguy co mic thém cic tac dung khong mong mudn (phu thudc vao lidu
lugng) nhu tiéu co van va myoglobin niéu (xem phan Canh bdo va thdn trong
khi ding thuoc). Khéng nén dung vuot qué 10 mg simvastatin.

Céc phéi hop phai d& phong khi sir dung
- Thubc chdng dong méu ding duong ubng

Tang tac dung cua thudce khang vitamin K va nguy co chay mau.

Kiém soat INR thuong xuyén hon. Co6 thé diéu chinh lidu luong cda thude
khéng vitamin K trong khi diéu tri bing fibrat v 8 ngay sau khi ngimng str dung.
- Colchicin

Nguy co tang tac dung khong mong muén trén co cua nhitng chat nay, va dic
biét 1a tiéu co van.

Theo déi lam sang va sinh hoc, dic biét 12 khi bat diu phdi hop.
Céc phéi hop can tinh dén
- Thude ha dudng huyét ding dudng udng

Mic du ciprofibrat ¢6 thé lam ting tac dung cua thudc ha dudng huyét duorng

udng, dir lidu hién cé khong cho thdy rang tuong téc nhu vay 1a dang ké v& mit

lam sang.

- Oecstrogen

Estrogen ¢6 thé 1am ting ndng do lipid trong mdu. Mac du ¢6 khé nang xay ra
tuong tac duge luc hoc, nhung hién chua c6 dir liéu 1am sang dé chiing minh.
10/- Tac dung khéng mong mudn ciia thude:

Tén suat cta cic tac dung phu duoc xac dinh theo quy udce sau: rit thudng gip (>
1/10); thuong gip (>1/ 100 dén <1/10); it gap (> 1/1.000 dén <1/100); hiém gip >
1/10.000 dén<1/1. 000); rit hiém gdp (<1/10.000); khong xdc dinh: khong thé uge
tinh tan sudt tir dit lidu 6 sin,

; Hiém | Rat hiém i
Thuong gap It gép ] vl Khéng xdc dinh
gap gap
: Nhire dau, g
R&1 loan hé gl Budn ngu,
: cam gidc
than kinh ) = _ chong mit
chong miit
R&i loan ho Bénh viém phdi
hép, 16ng nguc ~ ke, xo phoi
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va trung that
” Bubén non,
R6i loan . . Non, kho
o e ti€u chay, o
dudng tiéu héa | tiéu
dau bung
Kiém tra chuc
ning gan bat
thuong, & mat,
Réi loan gan tiéu té bao (dot
mat tién trién bét
thuong cia
bénh man tinh),
sO1 mat
May day, ngura,
7 . - héan trng nha
Roéiloandava | Rung téc . P . g . =
RS g . Phat ban cam voi anh
mé dudida | timg mang ) A
sang, bénh
cham
Z. Bénh co, viem
Ro1 loan co L
. | Ching dau co, dau do nhay
Xxuong va mo i
b g2 co cam, suy co,
lién keét e 3
t1cu co van
Ro61 loan hé %
CI T Ro1 loan cuong
thong sinh san

T duong

va tuyen vu

Céc roi loan

témg quat va Mét

bat thudng tai moi

vi tri diéu tri

R&i loan mau
va hé théng Giam tiéu cdu

bach huyét
11/- Qui liéu va cich xir tri:

Cac truomg hop qué lidu hiém gap voi ciprofibrat da dugc bao céo, nhung khong
¢4 téc dung phu nao cu thé khi ding qua lidu. Khong c6 thude giai doc dic hidu cho
ciprofibrat. Xir tri céc trudng hop qué lidu bing céch didu tri tricu chirmg nhu rira da
day va cham soc thich hgp néu can. Ciprofibrat khong thé tham tach.

12/- DPac tinh dwoe luc hoc:
Nhom duge 1y tri liéu: Thube gidm m& mau/ thude gidgm cholesterol va thude
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giam chat béo trung tinh/ nhom fibrat,

Ma ATC: C10AB08 — (C: hé tim mach).

Ciprofibrat giam cholesterol mau bing céch lam giam céc thanh phan sinh xo
vita ty trong thip (VLDL va LDL) bing cach tc ché sinh téng hop cholesterol & gan.
Ngoai ra, tong hop HDL-cholesterol (c6 tinh bao vé) thuong duoc tang 1én. Ca hai
hién tuong déu gép phan cai thién su phan bé cholesterol trong huyét tuong bing
cich giam déng ké ty 1¢: (VLDL + LDL) / HDL vén ting 1én rat nhiéu trong qué trinh
tang lipid mau do xo vita.

Gén hodc u trong bénh u vang, lfmg dong cholesterol ti trong thip ngoai mach,
¢6 the bi giam déng ké, hodc tham chi mat hoan toan, khi didu tri kéo dai ¢6 hidu qua
(giam déng ké cholesterol trong mau).

Tac dung chong két tap tiéu ciu va tac dung tiéu soi huyét cua ciprofibrat da
duoc chung minh. :

bicu trj bang thudc nhém fibrat da duogc chirng minh 14 1am giam cac bién ¢b
mach vanh, tuy nhién chua chimg minh dugc nhom fibrat lam giam ty 1¢ to vong do
moi nguyén nhan trong phong ngira bénh tim mach nguyén phat va thi phat.
13/~ Déc tinh dwoc dong hoc:

Hap thu

Nong do tdi da trong huyét tuong dat dugc 2 16 sau khi ding.

Phin b6

Vi ciprofibrat lién két manh véi protein huyét tuong nén né cé kha nang dich
chuyén mét sb san phdm khoi vi trf lién két ctia chiing.

Do do, nén diéu chinh lidu lugng cua ching, dic biét 1a lidu lugng cla cac thude
khéng vitamin K (xem phan Cdanh bdo va than trong khi ding thuéc).

Thoi gian ban thai trong huyét twong

Thoi gian ban thai trong huyét tuong khoang 17 gidy; diéu nay chi cho phép udng
thude mét 14n mdi ngay.

Chuyén héa va thai trir

Ciprofibrat duge thdi trir dudi dang khong doi va lién hop véi glucuronid. Cac
nghién ctu dugce thue hién chi ra rang khéng co su tich tu va cho thdy ring nong do
trong mau ty 1é thuén véi lidu dung.
14/- Quy cach déng goi:

Hop 1 vix 10 vién nang ctng.

Hop 2 vi x 10 vién nang cling.
Hop 3 vi x 10 vién nang cung.
Hop 5 vi x 10 vién nang clng.
Hop 10 vi x 10 vién nang cing.
15/~ Diéu kién bdo quin, han diing, tiéu chudn chét lugng ciia thube:
Diéu kién bio quin: Dé noi kho, trénh anh sing. Nhiét do dudi 30°C,
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Han ding: 36 thang ke tir ngay san xuat,
Tiéu chuén chét lwgng: Tiéu chuin co sd.
16/- Tén, dia chi clia co sé san xuit thude:

), 11PHARCO CONG TY CO PHAN DUQGC PHAM TIPHARCO
Faesiae 15 Doc Binh Kidu, Phudmg 2, TP. My Tho, Tinh Tién Giang

NgaylO thang 05 nam 2024
KT. TONG GIAM POC

AMPROC KHOI SAN XUAT
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