CONG TY TNHH THUONG MAI CONG HOA XA HQI CHU NGHIA VIET NAM
VA DUQC PHAM SANG Pic lap - Tw do - Hanh phiic

Sé: 209/SAHTT-24CL

DPON PE NGHI
XAC NHAN NOI DUNG THONG TIN THUOC THEO HINH THU'C HQI THAO GIOI THIEU
THUOC QUA PHUONG TIEN HOI THAO, HQI NGHI, SU KIEN
Kinh giti: 8¢ Y T¢ tinh Binh Phude
1. Tén co s& dé nghi x4c nhan ndi dung thong tin thudc theo hinh thirc hdi thao gidi thiéu thube:
CONG TY TNHH THUONG MAI VA DUJC PHAM SANG
2. Dia chi tru s&: 11/9 Ngd Quang Huy, Phudng Théo Dién, TP.Tha Birc, TP.HS Chi Minh

Dia chi kho: L6 sb D1-6, duong VL4, Khu cong nghiép Vinh Lic 2,x3 long Hiép, huyén Bén L,
tinh Long An.

3. Sé dién thoai: 028.39101913 - Fax: 028.39101485
4. Ho tén ctia nguoi lién hé khi cin: Nguy&n Thi Ngoc Anh - S5 dién thoai di dong: 0846105931
S6 dién thoai: 028.39101913 - Ext:145 - Email: anh.ntn@sangpharma.com

5. Danh muc thude d& nghi xdc nhan ndi dung théng tin thudc theo hinh thitc hdi thao giGi thidu thude:

S6TT Tén thudc $6 gidy ding ky lwu hanh thudc
Betaserc 24mg VN-21651-19
2 Drosperin 20 VN-15082-12

6. Thanh phan tham dy: 50 dugc st
7. Dia diém va thoi gian t chie: Tir 11h30 dén 12h15, ngay 11/09/2024, tai Khach san Boombo - 50

620 Qudc Lo 14, T4n Binh, Pong Xoai, tinh Binh Phuéce
8. Tai liéu kém theo:

- N6i dung théng tin thude

- MAu nhan va to huéng dn sir dung thube di duge B Y t& phé duy¢t

- Gidy phép luu hanh thude

- Gidy chiing nhén diing ky doanh nghiép cta Céng ty TNHH Thwong mai va Dugc phém Sang

- Gidy du didu kién kinh doanh Dugc ctia Cong ty TNHH Thwong mai va Dugc phim Sang

- Gidy tiy quyén ctia cong ty déng ky thudc cho Cong ty TNHH Thuong mai va Duge pham Sang

- Chuong trinh hoi thao gi6i thidu thudc va Ly lich khoa hoc ctia bdo cdo vién

9. Cam két ctia co so:

Co s¢ dd nghién ciru va cam két tuan thu day dua cac quy dinh cua c6 lién quan trong linh vuc dugc./.
TP. Hé Chi Minh, ngay 19 thang 08 nim 2024 4.
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Thong tin san pham
Betaserc 24mg ¥ polaser

24m9 it

Thong tin chi'tiet ve san pham xem tiitrang 2 tdi trang 13
86 giay-xacnhannoldung théng tinthuoe cua Sa'y té;
Nauditrinh bay: DS, TranThdy Trang

Tai liéu théng tin thudc

Poc k§ hudng dan sit dung trudc khi diing

THANH PHAN, DANG BAO CHE

Thanh phan hoat chét: 24mg betahistine dihydrochloride tudng {ng vdi 15.63 mg betahistine

Thanh phan ta dugc: Cellulose vi tinh thé, mannitol (E421), acid citric monohydrate, silican khan dang keo va bét talc.
Betaserc® 24 mg la vién nén tron, hai mat [8i, c6 khia, mau tring, xién gdéc. Vién ¢d dudng kinh 10 nm, khéi lugng
khodng 375 mg. & mot mat vién nén co khia va khic s6 289 & mét bén cia khia. Vién nén nay ding duding udng. Vién
nén 24 mg cé thé dugc chia 1dm hai nita bing nhau. Tuy nhién, myc dich clia duding khia chi dé tao diéu kién cho viéc bé
v@ vién thudc gidp udng thudc dé dang chit khéng phai dé chia vién nén thanh 2 lidu tuong dudng.

QUY CACH PONG GOI
Hép 5 vi x 10 vién va hgp 5 vi x 20 vién.
Vi lam bang PVC/PVDC va nhém.

VTM2326384 (v1.0)
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Tai ligu thong tin thudc

DAC TINH DUQC LUC HOC

Nhom dugc ly: San pham chéng chdng mat. Ma ATC: NO7CA01

(N: hé than kinh trung udng)

Mdi chi dudc hiéu mdt phan vé cg ché tac dung ctia betahistine. C6 mét s& gia thuyét hgp ly da dugc xac
nhén bing céc nghién clfu trén ddng vat va dif liéu & ngudi.

¢ Betahistine tac ddng lén hé histamine:

Betahistine dong ca hai vai trd nhu khang déng van mdt phan & thu thé histamine H,; d&i van & thy thé
histamine H; & mé than kinh va ¢ hoat tinh khéng dang ké thu thé H,. Betahistine lam tang sif bai tiét va
ndng do histamine nh& phong bé cac thy thé H, tién syndp va gdy sy digu hoa gidm thy thé H,.

e Betahistine ¢6 thé lam ting tudn hoan mau dén ving 6c tai cling nhu dén toan bd ndo bé: Thi nghiém
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dudc ly trén dong vat cho thay c6 cai thién tudn hoan méau & van mach cua tai trong, ¢6 thé do lam gian
cd vong trudc mao mach cla vi tudn hoan tai trong. Betahistine cling dugc cho thdy tang tuan hoan mau

ndo d ngudi.
3

Tai liéu thong tin thudc

DAC TINH DUQC LUC HOC

e Betahistine tao thudn lgi cho sy bu trif tién dinh:

Betahistine thiic ddy sy héi phuc cda tién dinh sau phau thuat than kinh mdt bén & déng vat nhd tao thuén
Igi va tang tién sy bu trif tién dinh trung uong. Tac dung ndy cé dic diém la diéu hoa sy bai tiét va ndng do
histamine qua trung gian cta sy d&i van & thu thé Hy. & ngudi, thdi gian hdi phyc sau phdu thudt cit day
than kinh ciing giam khi dudc digu trj vdi betahistine.

o Betahistine 1am thay ddi sy phdng xung thén kinh trong nhén tién dinh:

Betahistine cling c6 tac dung (fc ché phu thudc liéu Iugng 1én dudi gia clia ndron & nhén tién dinh bén va
nhén tién dinh gilfa.

In vitro: betahistine tao diéu kién cho viéc dan truyén histamine do tac dung dong van mdt phan trén thy
thé H, va tac dung ddi van trén thy thé H.

D&i vdi dong vat, betahistine 1am gidm hoat ddng dién cGia ndron da synap cta nhén tién dinh sau tiém tinh

mach.
4
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DAC TfNH DUJC LUC HOC Tai lidu théng tin thudc

Betahistine khdng ¢ tac dung an than. Nhitng tinh chat dugc e hoc dé chitng minh & ddng vét co thé

déng gop vao lgi ich diéu trj ctia betahistine trén hé tién dinh.

Hiéu qua va an toan ldm sang:

Hiéu qua cla betahistine da dugc cho thay trong cac nghién clfu & bénh nhan bi chéng mét tién dinh va

bénh Méniére va da dugc chifng minh bang viéc cai thién tinh trang bénh va tan suat cac con chong mat.
PAC TINH DUQC BONG HQC

Hdp thu:
Khi udng betahistine hdp thu dé dang va hau nhu hoan toan qua tat ca cac doan éng tiéu héa. Sau khi hap
thu, thudc dugc chuyén hda nhanh chéng va hdu nhu hoan toan thanh 2-pyridylacetic acid. Néng do

betahistine trong huyét tudng rat thap. Vi vay, moi phan tich dugc déng hoc déu dya vao do ludng 2-PAA
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trong huyét tudng va nudc tiéu.
Khi &n no, C,,, cla thudc s& thap han so véi khi nhin déi. Tuy nhién, hdp thu hoan toan cla betahistine la

tuong dudng ca hai trang thai no doi, cho thay thitc an chi lam cham sy hap thu cla betahistine. 5

Tai liéu thong tin thudc

DAC TINH DUQC DONG HQC

Phdn bé:

Phan trdm betahistine dudc lién két vdi protein huyét tudng mau dudi 5%.
Chuyén héa:

Sau khi hdp thu, betahistine dugc chuyén hda nhanh chéng va hau nhu hoan toan thanh 2-PAA (khéng c6 hoat
tinh dugc ly).

Sau khi uéng betahistine, ndng dé 2-PAA trong huyét tudng (va nudc tiéu) dat téi da sau khi uéng 1 gid va
giam mét nifa sau khoang 3,5 gid.

Thdi trd.

Chat 2-PAA dao thai nhanh qua nudc tiéu. Vdi cac ligu trong khoang gitia 8 va 48 mg, cé khoang 85% liéu dau
tién dudgc tai hap thu tir nudc tiéu. Sy dao thai ctia chat me betahistine qua than va hodc qua phén it c6 y nghia.

VTM2326384 (v1.0)

Tinh tuyén tinh:
Céc t6c dd thu hdi la hang dinh khi cho udng trong khodng litu 8-48mg, chitng té dugc déng hoc cia

betahistine la tuyén tinh va cho thdy con dudng chuyén hoa la khdng bdo hoa 6
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CHI DINH T4i ligu thdng tin thudc
Pi&u trj triéu chifng clia chéng mat tai phat lién quan hodc khdng lién quan dén &c tai.

CACH DUNG, LIEU DUNG

Ligu diing

Thuéc nay danh cho nhitng bénh nhan cin mat liéu betahistine 48 mg mdi ngay. St dung ligu thdp hon
trong cac truding hgp khac. Vién nén BETASERC® 24 mg sé dugc ding vdi ligu 1 vién, hai lan mdi ngay, tét
nhat vai thirc an.

Tré em va thanh thiéu nién: Khong nén ding BETASERC® 24 mg cho tré em va thanh thi€u nién dudi 18
tudi vi thiéu dir liéu vé tinh an toan va hiéu qua.

P6i trgng ngudi cao tudi: Vi di liéu han ché & nhdm bénh nhén nay, betahistine phai dugc sif dung than
trong & ngudi cao tudi.

Suy thdn: Khong cé dif liéu trén bénh nhan suy than.

Suy gan: Khong c6 dit lidu trén bénh nhén suy gan

VTM2326384 (v1.0)

Thai gian diéu tri
Théi gian digu tri dugc dé nghi 13 tir 2 d&n 3 thang. Co thé 13p lai dot didu tri nhu 1a mét diéu tri lién tuc

hodc diéu trj gian doan, tiy thudc vao tinh trang lam sang. 7

Tai lidu thdéng tin thudc

CACH DUNG, LIEU DUNG
Cach dung:
Thudc phai dugc nudt nguyén vién véi mét ly nude.

CHONG CHI DINH

+  Man cdm vdi mét trong cic thanh phan clia thudc.

« U tuyén thugng than.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Bénh nhan hen cin dudgc theo déi cdn than trong khi dung betahistine (nguy cd co that phé quan). J nhiing
bénh nhén c6 tién sif loét da day ta trang, viéc dieu trj vdi betahistine can dugc theo ddi can than trong qué
trinh diéu tri.

Viéc uéng thudc cling vdi thifc an gitp phong nglia dau da day.

VTM2326384 (v1.0)

Betahistine khéng thich hgp dé diéu tri cac diéu kién sau:
« Chéng mat kich phat lanh tinh.

+ Chong mat kém theo réi loan than kinh trung uong. 8
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TUONG TAC, TUONG KY CUA THUGC
Tuwadng tac clia thudc:

Chua c6 nghién clfu trén cd thé séng (in vivo) dugc tién hanh, Cac dif liéu dufa trén cd s phong thi nghiém
(in vitro) khéng nhan thay c6 Uc ché cac enzyme cytochrome P450 trén cd thé séng. Cac s6 liéu in vitro da
cho thdy cic thudc ic ché€ MAO bao gbm MAO B (vi du. selegiline) (fc ch& chuyén hoa betahistine, vi vay
phai than trong khi diing dong thai betahistine va cac thuéc (c ché MAO (bao goém ca MAO B ¢6 chon lgc).
Betahistine cé cau tric tudng ty nhu histamine, tudng tac thudc gilta betahistine vdi cac thuéc khang
histamine c6 thé anh hudng hiéu qua ciia mét trong s6 cac thudc nay vé mit ly thuyeét.

Tuang ky, cia thudc:

Khéng ap dung

SU DUNG THUGC CHO PHY N’ CO THAY VA CHO CON BU

St dung thuéc cho phu nir cé thai:

Chua cé dif lidu day da lién quan dén viéc st dung betahistine & ngudi mang thai. Nhitng nghién c(tu trén
ddng vat khong cho thay nhifng tac dong cé hai tryc ti€p hodc gian tiép lén sinh san khi st dung & lidu digu
tri trén lam sang.

Do dé, betahistine khdng nén dugc str dung trong thdi ky mang thai nhu mét bién phap phong nglfa. g

Tai lidu théng tin thudc

VTM2326384 (v1.0)

Tai ligu théng tin thudc

SU DUNG THUGC CHO PHY NU' €O THAY VA CHO CON BU

Sir dung thuéc cho phu nit cho con bi:

Chua ré sy bai tiét cua betahistine qua sita me. O chudt, betahistine dugc bai tiét vao sia. Trong cac nghién
c(tu trén déng vat cho thay cac anh hudng trong thai ky hau san dudgc gidi han & ligu rét cao. Gia trj ctia viéc
b4t dau digu tri cho phu nit dang cho con bi can dugc cn nhéc dya trén Igi ich cla viéc cho con bl va
nhifng nguy cd tiém an déi vdi tré em.

Kha néing sinh san:

Céc nghién ctu trén dong vat khéng cho thdy anh hudng dén khéd nang sinh san & chudt.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Betahistine dudc chi dinh diéu trj triéu chifng cta chéng mat tai phat lién quan hoac khong lién quan dén 8¢
tai. Cac tridu chling nay co thé gy tac dung tiéu cyc lén kha nang lai xe va van hanh may méc. Trong cac
nghién ctru Iam sang dugc thiét ké dac biét d€ danh gia kha nang lai xe hodc van hanh may mac, betahistine

khong gay anh hudng hodc anh hudng khéng dang ké.

10
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TAC DUNG KHONG MONG MUGN CUA THUGC Tai ligu thong tin thusc

Trén nhifng bénh nhan dugc digu tri bing betahistine trong cac thif nghiém ldm sang c6 ddi chiing vdi gia
dugc. Cac tac dung khéng mong mudn sau ddy da gap vai tan suat dugc chi dinh: rét thudng gap (= 1/10),
thudng gap (= 1/100 dén < 1/10), khong thudng gap (= 1/1,000 dén < 1/100), hiém gdp ((= 1/10,000 dén <
1/1,000), rat hiém gap (< 1/10,000)

Réi logn tiéu hoa:

Thudng gap: budn ndn va kho tiéu

R6i logn than kinh:

Thudng g3p: dau dau

BS sung vao cic bién ¢6 da dugc bio céo trong cac thif nghiém 1am sang, cac tdc dung khéng mong mudn
sau dudc bao cdo mbt cach ty nguyén trong qué trinh sit dung hdu marketing va trong céc tai liéu khoa hoc.
Tan sudt khong thé dudc udc tinh tif cac dit lidu san cb va do vy dugc xép loai la "khéng biét”.

Réi loan hé bach huyét va mdu

Giam tiéu cau

Réi loan hé mién dich:

Phan (tng qua man (vi du s6c phan vé) 11
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Tai lidu théng tin thudc

TAC DUNG KHONG MONG MUGN CUA THUOC

R61 loan tiéu héa:

Khé chiu da day nhe (vi dy: ndn, dau da day, trudng bung va day hoi)

Nhifng tac dung ndy thudng mat di khi ung thudc trong bifa @n hodc giam liéu.
Réi logn da va mé mé dudi da

Phan (ng quad man & da va dudi da, dic biét 1a phi mach, ndi mé day, phat ban va ngfa.

QUA LIEU VA CACH XU TRi

Triéu ching qua ligu:

M6t s6 it truding hgp qua ligu da dugc béo cdo. MGt s6 bénh nhan gép céc triéu chifng tif nhe tdi trung binh
nhu budn nén, budn ngl va dau bung khi udng cac ligu tdi 640mg. Nhifng bién chifng nghiém trong hdn
bao gdm co giat va cac bién chitng vé phdi va tim c6 gap trong céc trudng hdp udng qua lieu ¢6 cha y khi
diing phéi hgp vdi cac thude khéc cling dung qua ligu.

Cdch xu tri:

Pidu trj qué lidu nén bao gdm céc bién phép hd trg tiéu chuan. &

VTM2326384 (v1.0)
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Tai liéu thong tin thudc

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Piéu kién bao quan:

Khéng bao quan & nhiét do trén 30%C. Bao quan nguyén bao bi, d€ tranh anh sang.

Han ding:

3 ndm ké tif ngay san xuat.

Tiéu chudn chat lugng :

Tiéu chudn cd sd
THONG TIN THEM
San pham nao khéng dling hodc vat liéu thira can dugc tiéu huy theo quy dinh clia co sd.

Théng tin trong t& hudng dan nay con han ché. D& ¢ thém théng tin, xin hdi bac s§ hoic dugc s§.

NHA SAN XUAT

Mylan Laboratories SAS

Route de Belleville, Lieu dit Maillard

01400 Chatillon-sur-Chalaronne — France (Phép)

13
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THIONG MAI VA DUJC FHEV

Tai liéu théng tin thude

Gidi thiéu san pham
Drosperin 20mg

Théng tin chi tiét v& sdn pham xem tir trang 2 t&i trang 12
Sd gidy xac nhin ndi dung thing tin thude cia Sé y té:

Nguwéi trinh bay: DS. Tran Thay Trang

1
Tdi li¢u thing tin thudc
A A £l “Q\: ‘
THONG TIN KE TOA DROSPERIN'20 :}
‘ ) i
THANH PHAN:

Vién bao phim mau do:

Moi vién nén bao phim chira:

Vién nhin: Drospirenone 3 mg + 2% dbi du; Ethinyl estradiol 0,2mg + 5% déi du. Ta duwge: Latomonohydrate 43mg; Sodium
crocarmellose 0,8mg; FD v C Ving s0 6 aluminiym lake 0,03mg; FD va C Bo 56 40 aluminium lake 0,09mg; Povidone 2mg;
Talc 3,5mg; Magnesium stearate 0,2ing; Tinh bt bap vira du 80meg. .
Bao phim: Hipromellose 2910 1,026mg; Macrogol 6000 0,113mg; Tale 0,112mg; Titanium dioxide 0,188mg; FD va D6 50 40
aluminium lake 0,113mg; FD vi C vang 56 6 aluminium lake 0,047mg; D vi C D3 s6 27 aluminum lake.

Vién mau triing khéng hogt tinh (gid dirge):

M&i vién nén bao phim chira:

Vién nhin: Microerystalline cellulose 50,6mg; Lactose monohydrate 43,59mg; Sodium starch glycolate3,974mg; Tale 1,536mg;

Magnesium stearate 0,3mg. ;
Bao phim: Hypromellose 2910 1,883mg; Macrogol 6000 0,403mg; Talc 0,170mg; Titanium dioxide 0,544mg.

CHI DINH:

- Trinh thai

- Piéu trj cdc trigu chimg rdi loan tién kinh nguyét,

- Ditu tri teimg cA & phy nit trén 14 tudi chi & nhimg ngudi mudn trinh thai bing thude udng.
Thudc ndy chi dimg theo dom bac s.
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Taii ftfu thong tin thude
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THONG TIN KE TOA S1°° Y DROSPERIN'20 \1
msm;mt’“ PP hose i A
CHONG CHI DINH:
Théng bio cho bic s§ vé tinh trang b§nh dang miic phéi truée khi ding thudic nay, Khang durge ding thube trong cic
fr m}mg hgp sau diy:
Benh 1y gan, thin, tuyén thugng than; Vang da mat & phy nir co thai hofic vang da & phy mT ¢6 tién sir ding thude trinh
thai udng; U gan (lanh hogc dc tinh); Vang da tiic mdt tién trién; BAt thudmg trong nude tidu nhur ¢6 mau ma khdng 3
nguyén nhin.
- Bénh 1y tim mach, ngdt, bénh 1y dong mach vinh, nhimg vén dé tudn hodn mdu, réi loan dong mau, huyc! khéi (cuc méu
déng), tai bién mach mau nio.
- Buge chén doan hozic nghi ngér ung thr vii, ung thur niém mac tr cung, hofic ung thie phy thude estrogen.
- Chan doan hofic nghi ngd 6 thai.
- Mén cam vdi Drospirenone, Ethinyl estradiol hofic cdc hormon kivie.
- D#!i thio dutng cé\ t6n thuong mach miu,
- Tién sir dau nira dau (Migraine) c6 cic tri¢u chimg than kinh tdp trung.
- Nghi ng¥ ¢6 thai hojic da duge chan doén c6 thai.
3
Tii liu thong tin thude
&0
THONG TIN KE TOA 2|~ ' DROSPERIN 20 T
2 by r h) = 2[) n-% oy : ’/,
LIEU VA CACH DUNG: prosPERL s

Cich diing; ubng, c6 thé udng thudc cting véi bira an hofic khong cing bira an.

Litu dimg:

Dé dat duge higu quﬂ tréinh thai t6i wu, thude phai duge uong trong khodng thi gian khong qua 24 gid.

° Uong 1 vién mdi ngdy, cing mgt thori diém trong mdi ngiy, 28 ngy lign tyc theo thir ty duge ghi trén mit sau hép nhm
chira vi thudc va khong bo bt cir v1cn ndo. Khodng céch giita 2 vién khong hon 24 giv. Trong céc trudng hgp udng thude
gy ra nén hoac khé chju da day, ubng thude trong cdc bita an.

e Vién miu do ddu tién phai udng vio ngdy déu tién cia chu Ly kinh nguy ¢t (ngay déu tién lhay kinh). Thr ty nay rit quan
trong, ludn ludn uéng vién miu dé (co hoat tmh) déu tién va két thic bing vién mau tring (khong ¢6 hoat tinh).

o Khi ban sir dyng hét 1 vi thude, bit ddu ngay bing | vi méi. Luén ludn git siin 1 vi mai dé dam bio ban khéng quén vién
déu tién cia chu ky ké tiép.

Kinh nguydt c6 thé xay ra trong vong 3 ngdy sau khi ngimg udng vién cé hoat tinh (miu dd) cudi ciing. Néu \'1}’ ra ra mau nhg

gira chu ky (nho giot) hofic ra mu bat thuang trong qua trinh dung thudc hay tiép tuc udng thudc theo huéng din. Diu higu nay

thudmg khéng quan trong nlnmg néu ra mau dai ding kéo dii cin dén gip bic sy ngay.

Trong trutmg hop quén thude, phai theo chi ddn cm bic sy, dugc sy hotic theo cic khuyén cdo chung sau day:

o Néuban quén 1 vién c6 hoat tinh (mau do), udng ngay khi ban nhd, cho dii udng 2 vién trong ciing 1 ngay, va tiép theo udng
nhimg vién thude ké tiép theo lich trinh binh thutmg. Sir dyng thém 1 phuang phép teinh thai khong ndi tiél hojic trinh thai
co hoc (bao cao su, mang chiin im dgo) trong 7 ngdy ké ticp, ngodi vide phai 1iép tuc dang cdc vign Drosperin 20 nhir lich
trinh binh thudng.
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THONG TIN KIE TOA
LIEU VA CACH DUNG:

o Néu ban quén uéug 2 vién c6 hoat tinh lién tiép trong luﬁn thir nhit hoic tudn thir hai, thi uﬁngz vién mdi ngdy trong 2 ngay
lién tiép tiép theo, & thoi diém binh thudmg. Sau d6 udng cic vién tiép theo nlur lich trinh binh thudng mdi ngay 1 vién.
Trong trutmg hgp ndy, nguy co rung trimg gia ting, do d6 ban nén sir dyung thém phuong phép trinh thai khic khéng ndi tidt
hofic trdnh thai ¢o hpe (bao cao su, mang chitn am dao) trong 7 ngdy ké tlép, ngodi viéc phdi ding cdc vién Drosperin 20 con
lai nhur binh thudong.

o Néuban quén uémg 2 vién ¢6 hoat tinh lién tiép trong tudn thir ba hoiic tudn thir tu, hofic ndu ban quén tlﬁng trén 3 vién co
hoat tinh lién tiép trong vong 24 vién cé hoat tinh: Bo cic vién con lai cia vi thude va bt diu véi vien ddu tién ctiia mot vi
thude mdi ngay trong ngdy ké tiép. Ban nén sir dung thém phuong phép trinh thai khéng ndi tiét khic hojic trinh thai co hoe
(bao cao su, mang chiin am dgo) trong vong 7 ngay sau khi quén udng vién thube. C6 kha niing ban s& khéng ¢6 kinh trong
thang d6, nnmg néu khéng c6 kinh trong 2 thang lién tiép, hiy kham béc sy dé x4c dinh xem ¢6 mang thai hay khong.

e Viéc quén udng cic vién miu triing khéng c6 hoat tinh trong tudn thir 4 c6 thé bo qua, nlumg vién mau dé ¢é hoat tinh ciia
vi ké tiép phai duge udng ding ngay theo ké hoach.

Q\-
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THONG TIN KE TOA
THAN TRONG KHI SU DUNG:

Néu c6 cde difu higu [am sang san diy, phii ngimg thude ngay Iip tive:

- Xudt hién dan nira ddu (Migraine) hodc ning 1én, vai cudmg do ting dan.

- Nhitng dfu hi¢u ddu tién coa tie mach do huyét khdi.

- Déu higu tang huyét ap.

- Vang da tién trién, viém gan va ngira. Pau thugng vi hoiic viing gan ting lén.
- Tang con dng kinh.

Trudru khi sir dung thude trinh thai uong, ph'h khém toan than va kham phy khoa dé chic r”mg ban khong miic bénh va ¢ cic
yeu td nguy co. Trong sudt thési gian uong thude teanh thai, ban phai khém sire khoe mdi 6 th‘ing dén | nim dé danh gid lai céc
chéng chi dinh (Vi du nhir con dau thit ngye tlméng qua) va céc yéu td nguy co (Vi du tién sir gia dinh c6 huyét khéi dong
mach, tinh mach), vi nhimg bgnh nay cé thé xudt hién sém trong qua mnh didu trj.

-Thude tranh thai hooc mén ¢6 lién quan dén nguy co [Am ting huy ét khoi tinh mach, thuyén the dong mach, nhdi méu co tim,
tai bién mach mau nio, Tuy nhién, nhimg bién chl‘mg miy da duge xac dinh 12 thip hon trong sudt giai doan udng thude trinh
thai so véi giai dogn mang lhm Trude khi udng thudc tranh thai, cin can nhic ki yéu t6 nguy co — lgi ich vi chéng chi dinh ¢é
lién quan dén cic bénh 1y vé huyét khéi tinh mach va d@ng nﬂch Thuyén tic dong mach va tinh mach do huyét khdi ¢6 nguy co
gia ting trong céc trudng hop sau: phy nir trén 35 tdi, hat thude 14 (nguy co cao hon, dic b:ct 14 bién clumg dong mach); Tién
sir gia dinh mic bgnh 1huyen the dong mach — tinh mach do huyét khéi; Neudi qua can: chi s6 BMI > 30; Réi loan chuyén héa
lipid méu; RGi loan v& huyét dp (huyét 4p khé kiém sodt); Bénh van tim; Rung nhf; Bit dong kéo dai trong cac philu thudt lon
(dimg thude it nhﬁt 4 tudn trude phiu thugt can thigp, ¢6 thé ding lai thude 2 tudn sau khi phuc hdi hoan toin); Trong cic trubng
hgp ra mau 4m dgo khéng thudmg xuyén, dai ding holic ti di tai lai cé thé 13 bénh 4c tinh cin duge chdn doan diy du; Tidu
dudmg; thube trinh thai c6 thé lim giam sy dung nap glucose, tang nhe sy gidi phéng insuline & bénh nhdn tiéu dudmg tuyp 2
hoic 1am tang nhe tic dung phu ciia cholesterol — lipoprotein. 6
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Trong mot vai lrufmg hgp ¢é thé thay déi liqu nhém ha dudng huyét hofic ting 19 glucose hofc lipid trong
huyét thanh. Néu higu qui chuym héa khong duge kiém soat, ph"n dimg ligu phap aieu .

- Bénh 1y tii m@t hofic c6 tién sir bénh, dic biét soi thi mat (hng tién trién: eslmgen c6 thé lam lh'ly ddi thanh phdn ciia mudi mat
va lam tang do tdp trung ctia cholesterol 1Am s6i mat tién lm.n 1mng 2 nam diu dimg thude, didu nay phu thude vio co dja cia
mdi ¢4 nhdn. Nhin chung, nguy co nay 14 thép, tuy nhién vn can than trong khi dimg thude trénh thai ubng véi cic bénh nhin
ndy.

- Bénhly gan: chuyén héa estrogen cé thé bj anh hudng & bénh nhén ¢ bénh 1y gan, vi thé nén ding bién ph’:p trinh thai khong
honmon ddi véi henh nhin ndy. Thude tranh thai honnon 6 thé duge dung Igi khi xét nghi@m chirc nang gan vé binh ﬂmtmg

- Cao huyu ap: Lidu thip thude trinh thai mot pha udng 1am ting huyét Ap & mdt s6 phy nit huyét Ap binh thudng 6 yéu td nguy
ca, lidu thip thude tranh thai nhiéu pha cé thé phit hgp v6i nhimg bénh nhin nay.

- Ting kali méu: Drospirenone c6 thc dyng chdng chét khoing va corticoid, ¢6 thé 1am ting kali méu & nhimg bénh nhéin nguy
co.

- Thude tranh thai udng cé thé giy trigu chimg chay méau loi (nudu), tang sinh lgi (nuéu) hoiic viém xwong & ring (kho & rang).
Hay béo cho nha s§. Panh ring thudmg xuyén ¢6 thé lam gidm trigu chimg nay.

- Hay thong bio cho bac sy biét néu khang cé kinh nguyél trong 2 chu ki lién tiép.

- Ban phéi thng béo cho béc sy vé thudc tednh thai dang ding truedc khi lam cée xét nghi¢m vi thudc trinh thai ¢é thé 1am thay
déi két qua mot sd xét nghi¢m mau.

- Sir dung thém 1 bi¢n phiip trinh thai nita trong t nhiit 7 ngdy etia chu ky diu tién ding thude. Str dung thém 1 bign phép trinh thai
khac nira trong thdi glan quén ding 1 hay vai liéu thube hojic dang ding thém | thude khic c6 téc dung Kam gidm kha ning phong
trdnh thai. Hay hai ¢ kién bac sy. Trong trudmg hgp ¢6 ndn hoiic tiéu chdly, nén sir dyng thém 1 bign phip trinh thai khic khong phai
honnon, ngay khi dang ding thudc hofic 1 thai gian ngfin sau khi ding. 7
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PHU NU' CO THAI VA CHO CON BU

Phy nir ¢ thai: khong khu) én cho ding thude ndy trong thii ki ¢6 thai vi honnun qua nhau thar giy dnh hudémg cho thai nhi.
Trong trudmg hgp duge chin doén hoiic nghi ngd ¢6 thai ban phai ngimg thubce ngay vi dén kham bic s§.

Phy nir cho con bii: Khéng ding thudc cho phy nit dang cho con bii vi hormon bai tiét vio sita me ¢6 thé anh hudng t&i sir phat
tnén ctia em bé.

LAI XE VA NGUOI VAN HANH MAY MOC: T dung trén ngudi 14i xe va viin hanh miy méc

chua duge bo céo.

TUONG TAC THUOC VA CAC TUOGNG TAC KHAC

Thing bio cho bie st vé cie thude ban dang diing, ké ca thude khéng ké toa.

Tuong téc thude co the xdy ra trong cic treong hqp sau diy:

- DOdi khing Aldoslcmnc {rc ché men chuyén déi angiotensin (ACE) abi leng thy thé nngmtensm 11, chdng wcm khéng
steroid (AINEs), lgi tiéu Kali hofic heparin: Ding chung nhimg thude nay ¢6 thé 1am tang nong dd Kali trong huyet thanh vi
tac dung khéng corticoid va chét khofing ciia Drospirenone. Néu sir dung thue trong thoi gian dai, ban nén kidm tra ndng
dé Kali huyét thanh trong chu ky diu didu trj.

- Paracetamol: thudc ndy ¢6 (hé két hgp véi Pamacetamol gy ma gidm ning d9 Paracctamol trong huyét thanh vi lam ting
ndng dé cira mot so estrogen tong hgp.

- Ascorbic axit: ding ddng thi 6 thé lam tang ndng dd ciia mét sb estrogen tdng hgp.

- Atorvastatin: ding chung véi Ethinyl estradiol [am téng AUC cia Ethinyl estradiol 1én 20%.

- Ampicillin, Griseofulvin, Tetracycline: Hiém trudmg hop duge béo cao hidu qua cia thude trnh thai giam & phy nir dung
Ampicillin, Griseofulvin, Tetracycline.

[ % DROSPERINZ0 1%
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TU()’NG TAC THUOC VA CAC TUONG TAC KHAC

Mic da b‘ing chimg vé sir tuong tac rat han ché, khi dang thude tranh thai trong thoi gian dai, ban can duge tr vén vé vige
diing chung céc thude tranh thai vai biit ki mdt loai khéng sinh nio.

- Cloé'brate Morphine, Salisilic axit vd Temazepam: Diing chung vdi thudc tednh thai c¢6 thé Iim ting dd thanh thai cia cde
thude niy.

- Cyc]ospﬂnn Prednisolone hofic Theophylline: Dung chung véi thude trinh thai ¢6 chira Ethinyl estradiol ¢6 thé (rc ché
chuyén héa nhimg thude nay, do vay lim ting ndng dd ciia ching trong huyét thanh,

- Carbamazepine, Phenobarbital, Phenylhulamne Phenytoin, thmpm hefic Hypericum perforatum (tén thudng goi 13 cily
noc s&i): ding chung nhimg thudc nay voi thude tranh thai udng ¢é thé 1am ting chuyén héa cia Ethinyl estradiol vd mgt
vai progestagen, lam giam higu qua trinh thai va lm tang kinh nguyét bét thudmeg,

- lhuou la: Khong khuyén cdo ding thude tranh thai uong & phy nir ¢é hit thudc 14 vi ting nguy co bién chimg tim mach bao
gbm tai bién mach méau ndo, dau thét ngye, viém tic mach do huyét khéi, tic nghén mach phdi. Nguy co ndy cang cao & phy
nir trén 35 tudi ¢6 théi quen hit thude 14

20 fi.‘i;’;

Tdilsu théng tnvnde
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TAC DUNG KHONG MONG MUON:

Théng bdo cho bdc s7 nhitng tic dyng khong mong mudn £dp phii khi siv dung thude. Cée trigu chirg sau diy riit hidm &ip,

tuy nhién khi glip phii dén co si y I7] ngay, bao gom-

- Nhéi mau niio hogic dét quy (s6t, dt nhién mit tri lhuc), Bénh vé tdi mat: Nhdi méu co tim (dau ngye dir doi, kho tha
khong 16 nguyén nhin); Téic mach phél (10 Au, bdn chdn, dau nhiéu & ving bl,mg dudai, dau ngyre, ming r'ly, co gifit, ho, cam
gidc néng, mdi vd migng bong rit, dau diu, & cac ngén tay, dau thip sau lung, khung xuong chu hojic da day, tai cé tiéng
chuong)

- Huyé! khdi gay tiic mach (dét nhién dau bung, dau lién tuc, rit dau, ho r méu, djt nhién mét phm hop, dau hang va cang
chin, dfc bi¢t 1 dau ting khi bé vit niing, djt nhién tho nong khong cé nguyén nhén, thay doi vé nhip thé, thi gide, mét
méi, (& bi canh tay va cng chan khong cé nguyén nhén) chi yeu gip & nhimg phu nir ¢6 b¢nh tir trude, dic bigt 1 ngubi cé
hit thude 14, viém the tinh mach do huyél khoi (da xanh i, thay ddi mau sic da, nhay cdm, stmg ciing chén va ban chiin).

- Cde trigu chirng khdng edn sir can thigp ciia y 18 bao gﬁm :

Thurdng gfip: djc biét trong 3 thing dau khi udng thude trinh thai: thay ddi chu ki kinh nguy¢t hofic m mau bét thuimg
nhu mét kinh (hoan toan khdng ¢6 kinh nguyét trong vai thing), m miu bt thuomg (ra mu dm dqo giira cic chu ky kinh),
m miu it (clli ra mgt it mau vao chu ky klnh) nho giot (ra méu it gitra cac chu ky binh thudmg).

It g(ip: dau diu hojic dau nira dau (dau nhigu hofc tang 1én thurllng xuyén); ting ]ul)ct ap (1am bénh trdm trong hon); viém
am dgo hofic viém dm dau do ndm candidas tai di ti lai (3m dao tiét ra d;ch tring, ddy, am dao ngira rat).

Hiém g{ip: u v, chii yéu & bénh nhin ¢é bénh tir trude, gan tang san té bio nho & trung tam, viém gan hodic ung thur biéu
mb té bao gun (dau da dny, dau bén canh hofic bung; vang da, vang m’il) dic bigt & bf;nh nhén ¢é bénh tir trudc, ngudi hut
thude 14, u ng tuyén Ltl’l té bio gan, u [anh tinh (sumg, dau, nhay cam vdi dau khi dn hogic cham vio viing bung), lam xau
di tinh trang cia bénh trdm cam nhe néu da cé bénh tir trude,
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TAC DUNG KHONG MONG MUON:

Nhﬁmg diu hiéu ké trén Ia binh thirdng va khéng cdn diéu trf triv khi né gdy khé chin cho bgnh nhin hojec khéng mit
di trong qud trinh diéu trj,

Tiuromg gip: chuf}l mit & bung hofic bung cing phéng; trimg ca nhf; sau 3 théng dfu didu tri; sumg, dau, ting cim gidc dau
khi cham vio vi; ¢6 tir cung thay ddi dich titt; gide mac thay ddi; vang da tic mdt, vé sinh sau ngung thude; thiy tinh thé
Lhong dung nap thude, gitr mudi va nude (méit ca va ban chin sumg).

It £0p: ryng hofic ting 16ng & co thé hogc mat; thay ddi vé tinh duc (ting hofic giam nhu cdu tinh duc); da c6 chim ndu khi
iép xiic vai anh nﬁng mit tréi; ting hoau gn:‘im cén,

Chii y: nhimg chdm nau trén da c6 thc xuét hign tam thoi hojic vinh vidn, Nhimg phy nir ¢6 da sim mau, tién sir da tan
nhan trong qué trinh mang thai khi tiép xic lu v&i anh néng mit tri c6 nguy co cao gip trigu chimg nay.

Hidy ﬂwug bio cho bic sp (it ¢ nhitng téc dung khéng mong mudn ma ban giip phii ké ci nhitng trigu chirng khéng
dirge ké & trén.

11
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QUA LIEU Bit cir thude ndo khi ding qué liéu ciing ¢6 thé giy ra hfin qua nghiém trong. Néu ban nghi ring da ding
quéd litu, hdy dén cosiry té ngay Idp tirc.

Ddu higu lim sang cia qud Ile}l bao gdm: ra méu bt thuimg, nén va budn nén.

Trong truting hop qué liéu, diéu trj theo khuyén cao dwdi ddy:

- Lam moi cz‘}ch dé giy non. ) . .

- Danh gia nong do Kali vA Natri trong huyét thanh va tim céc bing chimg giy toan chuyén héa.

BAO QUAN: Giir thubc nui ki rio, trinh 4nh séing, khong qué 25°C, trénh xa tim véi cia tré em.

DANG VA TRINH BAY:Mi hp chira 28 vien gdm: 24 vien hoat tinh (mdu do) 4 vién gia duge (miu tring),
TIEU CHUAN: Ticu chuin co sé

HAN DUNG: 48 thang

NHA SAN XUAT: LABORATORIOS RECALCINE S.A., No.5670 Carrascal,Santiago, Chile,

12
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Thong tin san pham
Betaserc 24mg

Thong:tin chi tiet ve san pham xem ti trang 2 tdi trang 13
S0 giay xac nhan ndi dung thong tin thude cia Sd'y té
Nguaitrinh bay: DS, Tran Thidy.Trang

Tai liéu théng tin thudc

Poc ki huéng dan sir dyng trudce khi ding

THANH PHAN, DANG BAO CHE

Thanh phin hoat chat: 24mg betahistine dihydrochloride tudng (ing vdi 15.63 mg betahistine

Thanh phin té dugc: Cellulose vi tinh thé, mannitol (E421), acid citric monohydrate, silican khan dang keo va bét talc.
Betaserc® 24 mg 13 vién nén trdn, hai mat 16i, c6 khia, mau trdng, xién géc. Vién ¢ dudng kinh 10 nm, khéi lugng
khoang 375 mg. & mgt mat vién nén cé khia va khéc s6 289 & mt bén clia khia, Vién nén nay ding dudng udng. Vién
nén 24 mg c6 thé dugc chia lam hai nira bdng nhau. Tuy nhién, muc dich ctia duding khia chi dé tao digu kién cho viéc bé
v vién thudc gidp udng thudc dé dang chir khéng phai dé chia vién nén thanh 2 ligu tuong duang.

QUY CACH PONG GOI
Hép 5 vi x 10 vién va hp 5 vi x 20 vién.

Vi 1dm béng PVC/PVDC va nhom.

VTM2326384 (v1.0)
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Tai liéu thong tin thudc

PAC TINH DUQC LUC HQC

Nhom dugc Iy: San phdm chéng chdng mat. M3 ATC: NO7CA01

(N: hé than kinh trung udng)

Mdi chi dugc hiéu mot phan vé co ché tac dung cia betahistine. Co6 mdt s6 gia thuyét hgp ly da dugc xac

nhén bang céc nghién clfu trén ddng vat va dir liéu & ngudi.

¢ Betahistine tdc ddng Ién hé histamine:

Betahistine déng ca hai vai trd nhu khang ddng van mdt phan & thu thé histamine Hy; d6i van & thyu thé

histamine H; & md than kinh va ¢ hoat tinh khéng dang ké thu thé H,. Betahistine lam tang sy bai tiét va

nong dé histamine nhd phong bé cac thu thé Hj tién syndp va gdy sy diéu hoa giam thy thé Hs,.

o Betahistine cé thé lam ting tuan hoan mau dén ving 4c tai cling nhu dén toan b ndo bd: Thi nghiém
dudgc ly trén dong vat cho thdy ¢ cai thién tudn hoan mau & van mach clia tai trong, c6 thé do lam gian
¢d vong trudc mao mach clia vi tudin hoan tai trong. Betahistine cling dugc cho thay tdng tuén hoan mau

ndo ¢ ngudi.
3
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Tai lidu théng tin thudc

PAC TINH DUQC LUC HOC

o Betahistine tao thuén Igi cho sy bl trif tién dinh:

Betahistine thic day sy hdi phuc cda tién dinh sau phau thut than kinh mét bén & ddng vat nha tao thudn
i va tang tién sy bu trlf tign dinh trung vong. Tac dung nay c6 déc diém la diu hoa syf bai tiét va nong dé
histamine qua trung gian ctia sy d6i van & thy thé Hy. O ngudi, thdi gian hdi phuc sau phau thudt cit day
than kinh ciling giam khi dugc digu trj vdi betahistine,

o Betahistine lam thay ddi sy phong xung than kinh trong nhan tién dinh:

Betahistine ciing c6 tac dung (fc ch& phu thudc ligu Iugng 1én dudi gia cia noron & nhan tién dinh bén va
nhén tién dinh gitfa.

In vitro: betahistine tao diéu kién cho viéc dan truyén histamine do tac dung dong van mét phan trén thy
thé H, va tac dung déi van trén thy thé H,.

P&i vai dong vat, betahistine lam giam hoat dong dién clia ndron da synap cda nhén tien dinh sau tiém tinh

mach.
4
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D AC TiNH DUC)'C LUC HOC Tai lidu théng tin thudc ;TE
-
Betahistine khong cé tac dung an than. Nhitng tinh chat dugc Iyc hgc da chitng minh & ddng vat cé thé Op
T

déng gop vao lgi ich digu trj chia betahistine trén hé tién dinh.

Hiéu qud va an todn ldm sang:

Hiéu qua clia betahistine da dugc cho thdy trong cac nghién clfu & bénh nhén bi chéng mét tién dinh va

bénh Méniére va da dudc chitng minh bang viéc cai thién tinh trang bénh va tan suat cac can chong mat.
DAC TINH DUGC BONG HOC

Hdp thu:

Khi udng betahistine hdp thu dé dang va hau nhu hoan toan qua tat ca cac doan dng tiéu héa. Sau khi hap
thu, thuéc dugc chuyén héa nhanh chéng va hau nhu hoan toan thanh 2-pyridylacetic acid. Nong do
betahistine trong huyét tuong rat thap. Vi vay, moi phén tich dudc ddng hoc déu dya vao do ludng 2-PAA

VTM2326384 (v1.0)

trong huyét tuong va nudc tiéu.

Khi &n no, C,,, cia thudc sé thap han so vdi khi nhin doi. Tuy nhién, hdp thu hoan toan cta betahistine la

max

tuang dudng ca hai trang thai no déi, cho théy thic an chi lam chdm sif hdp thu cla betahistine. 5

Tai ligu théng tin thudc

PAC TINH DUQC DONG HQC

Phan bé:

Phan tram betahistine dugc lién két vdi protein huyét tuong mau dudi 5%.
Chuyén héa:

Sau khi hip thu, betahistine dugc chuyén héa nhanh chéng va hau nhu hoan toan thanh 2-PAA (khéng cé hoat
tinh dugc ly).

Sau khi udng betahistine, néng dé 2-PAA trong huyét tudng (va nudc tiéu) dat toi da sau khi uéng 1 gid va
giam mét nifa sau khoang 3,5 gid.

Thai trd:

Chat 2-PAA dao thai nhanh qua nudc tiéu. Vi cic ligu trong khoang gilta 8 va 48 mg, c6 khodng 85% liéu dau

tién dugc tai hap thu tir nudc ti€u. Sy dao thai clla chit me betahistine qua thén va hodc qua phan it ¢6 y nghia.

VTM2326384 (v1.0)

Tinh tuyén tinh;
Chc tdc dd thu hoi 1a hing dinh khi cho udng trong khoang liéu 8-48mg, chiing té dugc déng hoc cia

betahistine 14 tuyén tinh va cho thdy con duding chuyén hda 1a khéng bao hoa 6
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CHI BINH Tai ligu théng tin thudc e

Digu trj triéu chifng cGia chdng mét tai phéat lién quan hojc khdng lién quan dén dc tai. il
-
p

CACH DUNG, LIEU DUNG

Lidu diing

Thudc nay danh cho nhitng bénh nhan can mét lidu betahistine 48 mg mdi ngay. St dung ligu thap han
trong cac trudng hgp khéc. Vién nén BETASERC® 24 mg sé dugc ding véi ligu 1 vién, hai lan moi ngay, tét
nhat vdi thirc an.

Tré em va thanh thiéu nién: Khdng nén ding BETASERC® 24 mg cho tré em va thanh thiéu nién dugi 18
tudi vi thiéu dir lidu vé tinh an toan va hiéu qua.

Déi tugng ngudi cao tudi: Vi dif lidu han ché€ & nhém bénh nhan nay, betahistine phai dugc st dung than
trong & ngudi cao tudi.

Suy thédn: Khdng cé di liéu trén bénh nhén suy thén.

VTM2326384 (v1.0)

Suy gan: Khdng cé dit liéu trén bénh nhén suy gan
Thai gian diéu tri
Thdi gian digu trj dugc dé nghi la tir 2 dén 3 thang. Co thé 1ap lai dot digu tri nhu 1a mét diéu trj lién tyc

hodc diéu tri gian doan, tiy thudc vao tinh trang 1dm sang. 7

. Tai liéu théng tin thudc
CACH DUNG, LIEU DUNG
Cach dung:
Thudc phai dugc nuét nguyén vién véi mét ly nudc.

CHONG CHi BINH

+  Man cam vdi mét trong cac thanh phian ctia thudc.

+ U tuyén thugng than.

CANH BAO VA THAN TRONG KHI DUNG THUGC
Bénh nhan hen can dugc theo doi can than trong khi dung betahistine (nguy cd co that phé quan). & nhiing
bénh nhin cb tién st loét da day té trang, viéc diéu tri vai betahistine can dugc theo d&i can than trong qua

trinh diéu trj.

VTM2326384 (v1.0)

Viéc uéng thudc cling vdi thifc an gidp phong nglra dau da day.
Betahistine khéng thich hgp dé diéu tri cac diéu kién sau:
+ Chéng mat kich phat lanh tinh.

« Chéng mit kém theo réi loan than kinh trung udng. 8
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TUONG TAC, TUONG KY CUA THUOC
Tudng tac chia thudc:

Chua c6 nghién cltu trén cd thé sdng (in vivo) dugc tién hanh. Cac di liéu dya trén co s phong thi nghiém
(in vitro) khéng nhan thdy c6 tc ché cac enzyme cytochrome P450 trén cd thé song. Cac s6 liéu in vitro da
cho thdy cc thudc (fic ch€ MAO bao gém MAO B (vi du. selegiline) (fc ché chuyén hoa betahistine, vi vay
phai than trong khi ding déng thai betahistine va cac thudc (fc ché MAO (bao goém ca MAO B ¢6 chon loc).
Betahistine ¢6 cau tric tudng ty nhu histamine, tudng tac thudc giita betahistine véi céc thudc khéng
histamine cé thé anh hudng hidu qua cia mdt trong s& cac thudc nay vé mat ly thuyét.

Tudng ky ctia thudc:

Khéng ap dung

SU DUNG THUOC CHO PHU N €O THAY VA CHO CON BU

Sir dung thudc cho phu nir ¢é thai:

Chua cé dif lidu day da lién quan dén viéc st dung betahistine & ngudi mang thai. Nhitng nghién clfu trén
ddng vat khdng cho thdy nhifng tac ddng co hai truc tiép hodc gian tiép Ién sinh san khi stf dung & liéu digu
tri trén lam sang.

Do dé, betahistine khéng nén dugc sit dung trong thdi ky mang thai nhu mot bién phap phong nglia. o

Tai ligu thong tin thudc

VTM2326384 (v1.0)

Tai liéu théng tin thude

S/ DUNG THUOC CHO PHY N CO THAY VA CHO CON BU

St dung thuéc cho phu nir cho con bii:

Chua rd sy bai tiét cia betahistine qua sita me. O chudt, betahistine dudgc bai tigt vao sifa. Trong cac nghién
c(iu trén ddng vat cho thay cac anh hudng trong thdi ky hdu san dudc gidi han & ligu rat cao. Gia tri cla viéc
bt dau didu tri cho phu nif dang cho con bi can dugc can nhic dya trén Igi ich cla vigc cho con ba va
nhitng nguy cd tiém an ddi vdi tré em.

Kha ndng sinh san:

Céc nghién clfu trén dong vt khdng cho thdy anh hudng dén kha néng sinh san & chugt.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Betahistine dudc chi dinh diéu tr tridu chitng ctia chéng mat tai phat lién quan hodc khéng lién quan dén éc
tai. Cac tridu chiing nay c6 thé gy tac dung tiéu cuc 1&n kha nang lai xe va van hanh may méc. Trong cac
nghién clfu ldm sang dugc thiét k& dac biét dé danh gi kha ning lai xe hodc van hanh may méc, betahistine

khéng gay anh hudng hodc dnh hudng khdéng déng ké.

10
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TAC DUNG KHONG MONG MUON CUA THUOC Tai ligu thong tin thudc

Trén nhitng bénh nhédn dudgc diéu tri bang betahistine trong cac thit nghiém 1am sang cé déi chiing véi gid
dugc. Cac tac dung khéng mong muén sau day da gap vdi tan suit dugc chi dinh: rat thudng gap (= 1/10),
thudng gap (2 1/100 dén < 1/10), khong thusing gap (= 1/1,000 dén < 1/100), hiém gip (= 1/10,000 dén <
1/1,000), rat hiém gap (< 1/10,000)

Réi loan tiéu héa:

Thudng gap: budn nén va kho tiéu

Rét logn than kinh:

Thudng gap: dau dau

B3 sung vao cac bién ¢6 da dugc béo cdo trong cac thir nghiém 1am sang, cac tdc dung khéng mong muén
sau dugc bao cdo mot cach ty nguyén trong qua trinh stf dung hdu marketing va trong cac tai liéu khoa hoc.
Tan sudt khong thé dugc udc tinh tir cac dit liéu s8n ¢ va do vay dugc xép loai 14 “khéng biét".

Réi loan hé bach huyét va mdu

Giadm tiéu ciu

Réi logn hé mién dich:

Phén (tng qua man (vi du s6c phan vé) 1

VTM2326384 (v1.0)

Tai liéu théng tin thudc

TAC DUNG KHONG MONG MUON CUA THUOC

Réi loan tiéu héa:

Khé chju da day nhe (vi du: ndn, dau da day, trudng bung va day hai)

Nhifng tac dung nay thudng mat di khi uéng thudc trong bira an hodc giam ligu.

R6i logn da va mé mé dudi da

Phan {ng quad min & da vad dudi da, dic biét 1d pht mach, ndi mé day, phat ban va ngla.

QUA LIEU VA CACH XU TRI

Triéu ching quda liéu:

M@t sé it truding hgp qua lieu da dugc bio cdo. Mét s6 bénh nhdn gdp cac triéu chling tif nhe tdi trung binh
nhu budn ndn, budn ngt va dau bung khi udng cac liéu tdi 640mg. Nhitng bién chiing nghiém trong hon
bao gém co giat va cac bién chitng vé phdi va tim c6 gap trong cac trudng hgp udng qua ligu ¢ chi y khi
dung phdi hgp vdi cac thude khéc cling dling qua liéu.

Cdch xur tri:

Pidu trj qué litu nén bao gdm cac bién phéap hd trg tiéu chuan. 5

VTM2326384 (v1.0)
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DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC
Piéu kién bao quan:

Khéng bao quan & nhiét do trén 30°C. Bao quan nguyén bao bi, dé tranh 4nh sang.

Han diing:

3 ndm ké tif ngay san xuét.

Tiéu chuan chat lugng :

Tiéu chudn ca sé
THONG TIN THEM
San phdm nao khdng diing hodc vat liéu thifa cin dugc tiéu huy theo quy dinh clia co sd.

Thdng tin trong td hudng dan nay con han ché. D€ ¢ thém théng tin, xin héi bac sy hoac dudgc s§.

NHA SAN XUAT

Mylan Laboratories SAS

Route de Belleville, Lieu dit Maillard

01400 Chatillon-sur-Chalaronne — France (Phap)

13

Tai lidu théng tin thudc
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Tai lidu théng tin thude

Gidi thiéu san pham
Drosperin 20mg

Thong tin chi tiét vé san phim xem tir trang 2 t&i trang 12
S6 gidy xac nhan ndi dung thong tin thude cia Sé y té:

Nguwdi trinh bay: DS. Tran Thiy Trang

Taii fréu thdng tin thude

0 5 I A2
THONG TIN KE TOA DROSPERIN'20 33
A iy 0.02mg qu:, TN \,&
THANH PHAN:

Vién bao phim mau dd:

Mai vién nén bao phim chira:
Vién nhin: Drospirenone 3 mg + 2% di du; Ethinyl estradiol 0,2mg + 5% déi du. T4 duge: Latomonohydrate 43mg; Sodium
crocarmellose 0,8mg; FD va C Vang 56 6 aluminium lake 0,03mg; FD va C Do s6 40 aluminium lake 0,09ing; Povidone 2mg;
Tale 3,5mg; Magnesium stearate 0,2mg; Tinh bjt biip vira di 80mg. ,
Bao phim: Hipromellose 2910 1,026mg; Macrogol 6000 0,113mg; Talc 0,112mg; Titanium dioxide 0,188mg; FD vi D¢ 50 40
aluminium lake 0,113mg; FD va C vang s6 6 aluminium lake 0,047mg; D va C D6 50 27 aluminum lake.

Vién mau triing khéng hoqt tinh (gid dirge):

M®i vién nén bao phim chira:

Vién nhan: Microcrystalline cellulose 50,6mg; Lactose monohydrate 43,59mg; Sodium starch glycolate3,974mg; Tale 1,536mg;
Magnesium stearate 0,3mg.

Bao phim: Hypromellose 2910 1,883mg; Macrogol 6000 0,403mg; Tale 0,170mg; Titanium dioxide 0,544mg.

CHi PINH:
Trinh thai
- Didu trj cac tridu chimg rdi loan tién kinh nguyét.
- Pidutri trimg c4 & phy nit trén 14 tudi chi & nhimg ngudi mudn trinh thai bing thude ubneg.
Thudce néy chi dimg theo dom béc sy.
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Tiid ligu thing tin thude

.

DROSPERIN20 ‘f’ﬁ

THONG TIN KE TOA .
“‘“DROSP’I‘E&NPO 0.02mg% i

CHONG CHIi DINH:

Thong bdo cho bac sy \é tinh trang b¢nh dang méc phii trude khi ding thube niy. Khing duge ding thude trong cc

trudng hyp sau diy:

- Bénh ly gan, thin, tuyén thugng thin; Ving da r mit & phy nir ¢6 thai hofic vang da & phy nir ¢6 tién sir ding thudc trinh
thai udng; U gan (lanh hofic 4c tinh); Ving da tiic mt tién trién; Bit thudng trong nude tidu nhur ¢6 méu ma khong 16
nguyén nhin.

- Bénh Iy tim mach, ngéit, bénh 1y dong mach vanh, nhimg van dé tudn hoin méu, rdi loan déng mau, huyét khéi (cyc mau
dong), tai bién mach méu nio,

- Puge chén do4n hogc nghi ngdr ung thwr vii, ung thu nigm mac tir cung, hofic ung thw phy thude estrogen.

- Chén doan hodc nghi nglr ¢é thai.

- Mén cam véi Drospirenone, Ethinyl estradiol hofic cdc hormon khic.

- Ddi théo dudng cé tdn thueng mach méu.

- Tién sir dau nira diu (Migraine) cé cic trigu chimg thn kinh (dp trung.

- Nghi ngdr c6 thai hojic da duge chin dodn ¢é thai.

Taili¢u thong tin thude

)

THONG TIN KE TOA 19 DROSPERIN 2(_3
LIEU VA CACH DUNG: 00mg it

Ciich diing: ubng, c6 thé udng thudc ciing véi bira an hogic khéng cling biva #n.

Liéu ding:

Dé dat dugc higu qu‘i tranh thai t6i wu, thude ph"!i duge udng trong khodng thisi gian khong qua 24 gid.

o Ubng 1 vién mdi ngay, cung mot thri diém trong mdi ngdy, 28 ngay lién tuc theo thir ty dwge ghi trén mit sau hop nhya
chira vi thudc va khéng bd bt cir vren nao Khodng céch gira 2 vién khdng hon 24 gitr. Trong céc truong hgp uong thube
gdy ra nén hofic kho chju da day, udng thude trong céc bira din.

e Vién miu do diu uen phai uong vao ngay dau tién cia chu Ly kinh nguy (ngay dau tién thiy kinh). Thir tr niy rét quan
trong, luon ludén uong vién mau do (c6 hoat tinh) diu tién va két thic bang vién mau triing (khong ¢6 hoat tinh).

e Khi ban sir dung hét 1 vi thudc, bt diu ngay bing 1 vi mdi. Luén luén gitr sin 1 vi mai d& dam bao ban khéng quén vién
dAu tién cita chu ky ké tiép.

Kinh nguy?t ¢6 thé xay ra trong vbng 3 ngay sau khi ngimg udng vién c6 hoat tinh (mau d6) cudi ciing. Néu v‘is ™ mau nh¢

gita chu ky (nho giot) hofic a mau bit thuémg trong qua trinh dung thudc hay tiép tuc udng thude theo huéng din. Déu higu nay

thutng khong quan trong nhung néu r mau dai dfing kéo dai can dén gip béc sy ngay.

Trong trudng hgp quén thude, phai theo chi déin ciia bac sy, duge sy hojic theo cic khuyén cdo chung sau ddy:

o Néu ban quén 1 vién c6 hoat tinh (mau do), udng ngay khi ban nhd, cho di ubng 2 vién trong cing 1 ngdy, va tiép theo uéng
nhimg vién thude ké uép theo lich trinh binh thudmng. Str dung thém 1 phuong ph{lp tranh thai khong ndi tiét hogc trénh thai
¢ hoc (bao cao su, mang chiin 4m dao) trong 7 ngdy ké tiép, ngodi viéc phai tiép tuc ding c4c vién Drosperin 20 nhr lich
trinh binh thudmeg.

o \2\
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Tai liu thng tin thude
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A x _ K4
THONG TIN KE TOA % DROSPERIN 4?0 «“g
LIEU VA CACH DUNG:  prosPeRIN 2. oomptiniain -

o Néu ban quén udng 2 vién c6 hogt tinh lién tiép trong tudn thir nhdt hoic tudn thit hai, thi udng 2 vién mi ngay trong 2 ngdy
lién tiép tiép theo, & thai diém binh thudmg. Sau d6 udng céc vién tiép theo nhu lich trinh binh thudmg mdi ngay 1 vién.
Trong trudmg hop ndy, nguy co rung trimg gia ting, do d6 ban nén sir dung thém phuoeng phip trinh thai khic khong noi tiét
hoiic trénh thai co hoc (bao cao su, mang chiin 4m dao) trong 7 ngay ké tiép, ngodi viée phai ding cic vién Drosperin 20 con
]ai nhur binh lhlrbng.

o Néu ban quén udng 2 vién c6 hoat tinh lién tiép trong tudn thir ba hofic twin thi tr, hofic néu ban quén uong trén 3 vién cé
hoat tinh lién tiép trong vmig 24 vién ¢6 hoat tinh: Bd céc vién con lai cia vi thuéc va bt d'ul vai vién ddu tién cia mot vi
thudc mai ngay trong ngay ké tiép. Ban nén sir dung thém phuong phap teénh thai khdng ndi tiét khac hofic trdnh thai co hoc
(bao cao su, nﬂng chiin 4m dao) trong vong 7 ngdy sau khi quén udng vién thudc. C6 kha niing ban s& khong cé kinh trong
théng do, nhumg néu khéng c6 kinh trong 2 thing lién tiép, hiy kham bic sy dé xéc djnh xem c6 mang thai hay khéng.

o Vu;c quen uﬁng céc vnen mau lr'ing khéng ¢ hoat tinh trong tudn thir 4 ¢6 thé bo qua, nlumg vién miu doé cé hoat tinh cia
vi ké tiép phai duge udng ding ngay theo ké hoach,

Tailsfu thing tinthude

THONG TIN KE TOA
THAN TRONG KHI SU DUNG:

Néu (‘0 cde diu higu lam sang sau diy, phdi ngirmg thudc n igay lfip tire:

- Xuit l|:¢n dau nia dau (Mlgmlne) hoiic niing len, vai cudmg do tang dn,

- Nhl'mg dfu higu dau tién cia tic mach do huyét khi.

- Déu higu tang huye ét ap.

- Ving da tién trién, viem gan va ng(ra. Pau thugng vi hoic viing gan tang lén.
- Tang con djng kinh.

lruéc khi sir dung thudc trinh thai udng, phai khim toan thin va khdm phy khoa dé chi’{c ring ban khong mic bénh va c6 cac
yéu 16 nguy co. Trong sudt thai gian uéng thude tranh thai, ban phai kham sire khoe mbi 6 théng dén 1 nam dé danh gn lai cac
chéng chi dinh (Vi du nhur con dau that ngye lho'ing qua) v cdc yéu td nguy co (Vi du tién sir gia dinh c6 lluyct khéi déng
mach, tinh mach), vi nhitng bénh nay c6 thé xudt hién sém trong qua trinh didu trj.

-Thude trinh thai hooc mdn cé lién quan dén nguy ¢o lam ting huyd khéi tinh mach, thuyén tic dgng mach, nhou mau co tim,
tai bién mach mau ndo. Tuy nhién, nhimg bién chtmg ny dit duac xfc dinh 1a lhap hon trong sudt giai doan udng thude trinh
thai so vai glai doan mang th'u Truére khi ubng thube trinh thai, cin can nhiic ky yéu t6 nguy co — lgi ich va chéng chi dinh ¢6
lién quan dén cdc binh 1y vé huyét khdi tinh mach va dong l]‘lf;lC!l Thuyén tic dong mach va tinh mach do huyét khdi cé nguy co
gia ting trong ciic trudmg hop sau: phu nir trén 35 tudi, hit thude 14 (nguy co cao hon, dic blét 13 bién chimg dong |mch) Tién
sit gia dinh méc bénh thuyén tic dong mach — tinh mach do huyét khdi; Ngudi quéa can: chi s BMI > 30; Réi loan chuyén héa
lipid méu; Réi luqln vé huyét 4p (huyét 4p kh kiém soat); Bénh van tim; Rung nhi; Bét dong kéo dai trong cfc phdu thugt 16n
(dimg thudc it nhit 4 tuin trude phiu thudt can lhicp, c6 thé ding lai thude 2 tuan sau khi phyc héi hoan 1o’m), Trong cic trudng
hgp @ méu dm dgo khong thut‘mg xuyen dai ding hofic tai di tai lai ¢6 thé 13 binh Ac tinh cin duge chin doan ddy di; Tidu
duomg: thude trinh thai c6 thé 1am giam sy dung nap glucose, ting nhe sy gidi phong insuling & bénh nhén tiéu duimg tuyp 2
hofc lam tang nhg tac dung phu ciia cholesterol — lipoprotein. 6
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THAN TRONG KHI SU DUNG:

Tmng mét vai lruﬂmg hop cé thé thay ddi lidéu nhém ha dudng huy ét hojic ting
huyét thanh. Néu hi¢u qua chuyén héa khong duge kidm sodt, phai dlmg ligu phap aweu in.

- Bénh Iy 14i mét hotic c6 tién sir bénh, dic bigt soi tdi mét dfmg tién trién; cstrogen cé thé Iam lhay ddi thanh phdn caa mudi mat
vi lam tang dd tdp trung cia cholesterol Hm soi mt tién trlén trong 2 nim ddu ding thude, didu nay phu thugc vio co dija ciia
mdi ea nhan, Nhin chung, nguy co niy la thap tuy nhién van cin thin trong khi dimg thudc trinh thai ubng véi cie bénh nhin
niy.

- Bénh ly gan: chuyén héa estrogen co thé bj anh hudng & bénh nhén 6 bénh 1y gan, vi thé nén ding bign phiip trédnh thai khdng
hormon déi voi bénh nhin nay. Thudc tréinh thai hormon ¢6 thé dwge ding 1i khi xét nghigm chire nfing gan vé binh thudng.

- Cao huyét ap: Li idu thdp thudc tranh thai m(it pha udng lam tang huyét &p & mot s6 phu nir huyét 4p binh thudmg ¢6 yéu té nguy
co, litu thép thudc tranh thai nhidu pha cé thé phi hup vai nhimg b¢nh nhin ndy.

- Téing kali méu: Drospirenone ¢6 tic dung chdng chét khoang va corticoid, c6 thé lim tang kali méu & nhimg bgnh nhén nguy
ca.

- Thudc tréinh thai udng c6 thé gay triéu chimg chay méau loi (nudu), ting sinh lgi (nuéa) hodic viém xuong & rang (khé & ring).
Hay bao cho nha s§. Danh riing thlrdrng xuyén ¢6 thé lam giam trigu chimg nay.

- Hity théng b4o cho béc s§ biét neu l\hﬁng ¢6 kinh nguyét trong 2 chu ki lién tiép.

- B.:m phai thong bio cho bic s§ vé thudc tranh thai dang diing trude khi lam céc xét nghig¢m vi thudc trdnh thai c6 thé 1am thay
ddi két qua mot sb xét nghigm mau.

- Sir dung thém 1 bién phdp trinh thai niva trong it nhiit 7 ngay ciia chu ky diu tién dung thude. Sir dung thém 1 bién phép trinh thai
khéc nita trong thoi gmn quén ding 1 hay vai lidu thude hofic dang ding thém 1 thude khdc ¢6 téc dung lam gidm kha niing phong
trémh thai. Hay hoi ¥ kién bac s¥. '[‘rong trudmng hop cd nén hofdc tiéu chdy, nén sir dung thém 1 bign phap trinh thai khic khong phai

10 glucose hojic lipid trong

lormon, ngay khi dang dimg thudc hofic 1 thoi gian ngfin sau khi ding. 7
Tidi Iigu tkong tin thude
THONG TIN KE TOA DROSPERIN'20 * '§

0. 02(1\?‘0—

PHU NU CO THAI VA CHO CON BU

Phy nir c¢é thai: khéng !\Jlll}tl’l cio ding thude ndy trong thsi ki ¢6 thai vi honnon qua, nhau thar giy dnh hudng cho thai nhi.
Trong trrimg hop duge chin doan hogic nghi ngdr ¢6 thai ban phai ngimg thudc ngay va dén kham bic sy.

Phy nit cho con ba: Khong ding lhuéc cho phy nir dang cho con bii vi hormon bai tiét vao sita me ¢6 thé dnh hudng tdi sy phit
trién ctia em bé.

LAI XE VA NGUOI VAN HANH MAY MOC: Tic dung trén ngusi 14i xe va vin hanh mAy méc

chura duge bio céo.

TUONG TAC THUGC VA CAC TUONG TAC KHAC

Théng bao cho béc st vé cac thude ban dang diing, k& ¢i thufic khng ké toa.

Tuung tae thudc ¢6 thé xdy trong céc trudng hgp sau ddy:

- Déi khang Aldosierone, e ché men chuyén déi angiotensin (ACE), dbi kh"mg thy thé 'mgmtensm 11, chbng vmn khang
steroid (AINEs), lgi tiéu Kali hojic heparin: Diing chung nhimg thudc ndy cd thé 1am tang ndng dé Kali trong huyét thanh vi
tic dung khang corticoid va c!n‘tt khodng ciia Drospirenone. Néu sir dyng thude trong thari gian dai, ban nén kiém tra néng
do Kali huyé't thanh trong chu ky dau dicu trj.

- Paracetamol: thudc niy c6 thé két hgp véi Paracetamol gay m gidm ndng dé Pamcetamol trong huyét thanh va 1am ting
ndng dé ciia mot s6 estrogen lél!g hap.

- Ascorbic axit: ding ddng thi cé thé 1am tang ndng do ciia mot sb estrogen tong hep.

- Atorvastatin: dang chung vdi Ethinyl estradiol lam tang AUC ctia Ethinyl estradiol 1én 20%.

Ampicillin, Griseofulvin, Tetracycline: Hiém trudmg hgp duge bio cdo higu qua coa thude trinh thai giam & phy nir dung
Ampicillin, Griseofulvin, Tetracycline.
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Tai fi¢u thong rin thude

THONG TIN KE TOA

TUONG TAC THUOC VA CAC TUONG TAC KHAC

Mic di bing c!umg vé syr fuong tac rit han ché, khi ding thudc tranh thai trong thoi gian dai, ban ciin duge tr vin vé vige
diing chung cic thudc trinh thai voi bat ki mot logi khang sinh nio.

- Clofibrate, Morphine, Salisilic axit va Temazepam: Ding chung véi thudc trinh thai c6 thé lam tang dd thanh thai cia cic
thudc nay.

- Cyclosporin, Prednisolone hofic Theophylline: Dung chung véi thudc trinh thai cé chira Ethinyl estradiol ¢6 thé e ché
chuyén héa nhimg thudc nay, do viy lam ting nong dd ciia chiing trong huyét thanh.

- Carbamazepine, Phenobarbital, Phcny!buhzonc, Phenytoin, Rifampin hofic Hypericum _perforatum (tén thudng goi 1a ciy
noc soi): dimg chung nhimg thude ndy véi thude trinh thai udng c6 thé 1am ting chuyén héa cia Ethinyl estradiol va mft
vai progestagen, lam gl'\m higu qua trinh thai va lam ting kinh nguyét bat thuﬂmg

- l'huou la: Khong khuyén céo ding thude tranh thai udng & phu nir ¢ hat tlmou I vi ting nguy co bién chimg tim mach bao
gdm tai bién mach méau nio, dau thit ngue, viém tie mach do huyét khéi, thc nghén mach phdi, Nguy ¢o ndy cang cao ¢ phy
nir trén 35 tudi ¢6 théi quen hit thude L4,

Tailiju thing tin e
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TAC DUNG KHONG MONG MU(‘)N

Théng bido cho bde st Hhr'hlg tde dung khdng mong mudn gip phdi khi sit dung thude. Cac trign chitng san diy riit higm gip,

my uhién khi giip phii dén co sé y té ngay, bao g&m
Nhdi mau ndo hogc dot quy (s6t, dol nhién mét tri thm,), Bénh vé tdi mat; Nhdi mau co tim (dau ngye dir doi, khé the
khong rd nguyen nhan); Téc mach p!101 (lo iu, bon chdn, dau nhidu & ving bnng dudi, dau ngyre, rung ray, co gidt, ho, cﬁm
gi4c néng, méi va migng bong rit, dau ddu, té cac ngén tay, dau thip sau lung, khung xuong chiu hofic da day, tai ¢ tiéng
chudng);

- Huyét khdi gy téic mach (dot nhién dau byng, dau lién tuc, rit dau, ho ra méau, dét nhién mét phdi hep, dau hang va ciing
chin, djc biét 1 dau tang khi bé vt ning, dot nhién tht nong khéng cé nguyén nhin, thay doi vé nhip thé, thi gide, mét
madi, t& bi cinh tay v"i ciing chin khéng cé nguyén nhén) chi )ul gip o nhmlg phy nir ¢é bénh tir truérc diic biét Ia nguti cd
hit thude 14, viém téc tinh mach do huyct khoi (da xanh i, thay ddi méu sic da, nhay cdm, simg ciing chin vi bin chén).

- Cic trigu elutng khéng cdn sie can thigp ciia y 18 bao gﬁm-

Thirdng gip: diic bigt trong 3 thang ddu khi uong thude teinh thai: thay ddi chu ky kinh nguyét hofic ra méau bt thudng
nhur mét kinh (hoan toan khéng ¢6 kinh nguy@t trong vai thang), ra mau bt thudmg (ra méu 4m dgo giita cdc chu ky kinh),
ra mau it (chi ra mét it mau vao chu ky kinh), nhé giot (ra mau it gitra cic chu ky binh thuong).

1t gp: dau ddu hogc dau nira ddu (dau nhidu hofic ting 1én thudmg xuyén); tang huyét 4p (Jim bénh trdm trong hon); viém
am dgo hofic viém 4m dgo do ndm candidas tai di ti lai (dm dao tiét ra dich tring, diy, 4m dgo ngira rit).

Hiém g0ip: u v, chit yéu ¢ bénh nhin c6 bénh tir triede, gan tang san té bao nho & trung tam, viém gan hofic ung thir bitu
mb té bio gan (d'm da dfly, au bén canh hofic bung; vang da, ving mit), dic bi¢t & br,nh nhén c6 bénh tir trnude, ngudi hat
thude 14, v fmg (u)én cu.| 1 bao gan, u lanh tinh (sumg, dau, nhay cam véi dau khi 4n hofic cham vio vung bung), lam t'iu
di tinh trang cia bénh trdm cam nhe néu di cé bénh tir trude.
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Tailidu théng tintude

THONG TIN KE TOA DROSPERIN'20
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TAC DUNG KHONG MONG MUON:

Nhitng din higu ké trén ta binh thiedmg vis khéng cin dién fri triv khi né gy khé chiu cho bgnh nhin hogc khéng mit
di trong qud trinh diéu trj,

Thirdmg gdp: chudt rit & bung hofic bung ciing phdng; trémg cd nhe sau 3 thang ddu didu tri; sung, dau, tiing cam gidc dau
khi cham vio vii; ¢ tir cung thay ddi dich tiét; gige mac thay ddi; vang da thc mat, vé sinh sau ngimg thudc; thiy tinh thé
khong dung nap thude, gitt mudi vi nude (mit ca vi ban chdn sung).

It gip: rung hoiic ting 16ng & co thé hoic mat; thay ddi vé tinh dyc (tang hoiie giam nhu cAu tinh dyc); da cé chim nau khi
tiép xtic véi anh ning mat trosi; ting hofdic gidm cin.

Chii y: nhimg chim néu trén da 6 thé xudt hign tam thi hosic vinh vin, Nhimg phu nir ¢é da sim mau, tién sir da tan
nhan trong qu4 trinh mang thai khi tiép xiic lau vai Anh nfing mt tréds ¢6 nguy ¢o cao gap tri¢u chimg niy.

Hay thing bdo cho bic sj it cd nhitng tic dung khéng mong mudn ma ban glip phai ké ca nhitng trigu clirng khéng
dirge ké & trén. ’
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QUA LIEU: Bt cir thube ndo khi ding qué lidu ciing c6 thé gay ra hiu qua nghiém trgng. Néu ban nghi ring da ding
quét liéu, hay dén co so y té ngay lap tirc. ) )

Déu higu lam sang ciia qué litu bao gdm: ra mau bét thudng, nén va budn nén.

Trong trudmg hop qué liéu, diéu trj theo khuyén cdo dudi day:

- Lam mgi céch dé gy non. . . .

- Dénh gid nong do Kali va Natri trong huyét thanh va tim céc biing chimg gy toan chuyén héa.

BAO QUAN: Gitr thube noi khi rdo, tranh Anh sfing, khdng qua 25°C, tranh xa tm véi ciia tré em.

DANG VA TRINH BAY: Mi hop chira28 vien gdm: 24 vien hogt tinh (miu d6) 4 vién gid duge (méu tréing),

TIEU CHUAN: Tiéu chudn co s¢

HAN DUNG: 48 théng

NHA SAN XUAT: LABORATORIOS RECALCINE S.A., No.5670 Carrascal,Santiago, Chile.
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50 tablets

Rx

50 tablets

‘Betaserc
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Rx ®
‘Betaserc™ 24 mg, L
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24 mg betahistine dihydrochloride

¢ . A S
Doc ki lluéng dén st dyng trwée khi dung. @gv * L\\(ﬁ/
pé xa tAm tay tré em. e
Thong bio ngay cho béc s§ hoje dwge s§ nhitng tie dung khong mong mudn gip phai lchi
stv dung thude.
Thuoe ban theo don.

5 A 3 A
Thanh phan, dang bio ché

Betaserc® 24 mg la vién nén tron, hai mit 131, ¢6 khia, mau trfing, xién géc Vién c6 duong kinh
10 mm, khbi Iuong khoang 375 mg. O mbt mit vién nén cé khia va khic s6 289 & mot bén cia
khia. Vién nén nay ding dudng uong vA ¢6 chira 24 mg betahistine dlhydzochlm ide. Vlén nén 24
mg co thé duogc chia 1am hai mm bang nhau, Tuy nhién, myc dich cta duom;, khia chi dé tao diéu
kign cho vige be v& vién thubc gitp udng thude dé dang chir khdng phai d& chia vién nén thanh 2
liéu tuong duong.

T4 duoc (thanh phin khéng phai la thubc): cellulose vi tinh thé, mannitol (E421), acid citric
monohydrat, silica khan dang keo va bjt talc.

Quy ciach déng goi
Hop 5 vi x 10 vién va hop 5 vi x 20 vién.
Vi lam bing PVC/PVDC va nhém.

Duge lye hoe

SAN PHAM CHONG CHONG MAT

(N: h¢, than kinh trung uong)

Co ché tac dung cha Betahlstme dugc bict mot ph'm

In vitro: beldiustme tao dicu klen cho viée dan truyén histamine do tic dung ddng van mot phin
nen thu thé H, va tic dung ddi viin trén thy thé Hi.

Péi vai dong vit, Betahistine 1am gidm hoat dong dién clia no-ron da xy-ndp ciia nhén tién dinh
sau tiém tinh mach.

Betahistine khdng ¢6 tac dung an (hén,

Duwge dong hoe

Betahistine duge hip thu nhanh vi hoan toan sau khi ubng,

Thirc &n lam chdm déng k& sw hép thu ctia betahistine nhung khéng lam giam luong thube duge
hép thu.

N6 duge dao thai qua théin dudi dang mot chéit chuyén héa 2-pyridyl acetic acid.

Thoi gian bén thai xap xi 3,5 gio

vy

Dao thai hoan todn trong 24 gio

Chi dinh
Piéu trj triéu chimg ctia chdng mit tai phat lién quan hogic khong lién quan dén bc tai.

Liéu hwgng vi cich dung

Llul luong,
Thubce nay danh cho nhung bénh nhan cin mot lifu betahistine 48 mg mdi ngay. St dung, liéu

thap hon llong cic tl uong hol) khéc. Vién nén BETASERCY 24 mg s& dugc dung véi lidu 1 vién,
hai 1An mdi ngay, t&t nhét véi thie an.
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Tré em vé thanh thiéu nién )

Kh(")ng nén dimg BETASERC™ 24 mg cho {ré em va thanh thiéu nién dudi 18 i vi thiéu dif
ligu vé tinh an todn va higu qua.

Doi liegng nguoi caa (16i

Vl div liéu han ché & nhém bénh nhan nay, betahistine phéi dwgc st dung thin trong & ngudi cao
tudi.

Suy thdn

Khoéng c6 dii liéu trén bénh nhén suy thin.

Suy gan

Khéng co dit llcu trén bénh nhan suy gan.

Thoi gmn du,u tri

Thoi gian didu Lrj dl]‘O’C d& nghi 13 tir 2 dén 3 thang. C6 thé lap lai dot digu trj nhu 13 mat diéu trj
lién tuc hoiic didu tri gian doan, thy thude vao tinh trang 1dm sang.

C;'lcll dang
Thube phai duge nudt nguyén vién véi mot ly nuée.

Chon[, r chi dinh

+ Mén cam véi mét trong céc thanh phdn ctia thube
+ Céc dot loét da day-ta trang

* U tuyén thugng thin

Cinh bio va tlnn trong diic bi¢t khi siv dung

Bénh nh'm hen cin duoc theo di cAn than trong khi ding betahistine (nguy co co thét phé quan).
Viéc ubng thube cling véi lhuc an gaup phong nglra dau da day.

Betahistine khong thich hep dé didu trj cac didu kién sau:

* Chong miit kich phat Ifmh tinh.

* Chéng mit kém theo ri loan than kinh trung wong,

TII'O'II% tac thubce

Cac s6 lidu in vitro da cho thiy céc thube tre ché MAO bao gom MAO B (vi dy. setegllme) e
ché chuyén hoa betahistine, vi viy phai thén trong khi ding dong thoi betahistine va céc thude
tic ché MAO.

Betahistine ¢6 cu tll]C fuvong ty nhu histamine, tuong tic lhuoc gnra betahistine véi cac thude
khéang histamine c6 thé anh hudng higu qua clia mot trong s6 cdc thude ndy vé mit Iy thuyét.

IKhi mang thai va thoi ky cho con bit

Mang thai
Céc nghién ciru trén dong vét trong phong thi nghlcm da khong nhén manh 1&n bt ky tac dong

gy quél thai ndo. llong truong hgp khdng ¢o tac dun;, g'ly quai thai & dong vilt, khdong co di
d'mg nao xz\y ra & nguoi. Thuc t, cho dén nay, céc chit g ;:,ay di dang & nguoi di chimg 16 1a gdy
qudi thai & dong, vit trong céc nghlen ctru thye hién trén cd hai lodi.

Hién tai chua cé dif liéu c6 lién quan hodic day du d& danh gi lidu betahistine c6 giy di dang hay
ddc tinh 1&n thai khi diing trong thai ky.

Do dé, betahistine khong nén duge sir dung trong thoi ky mang thai nhu mét bién phap phong
nglia,

Cho con but o

Khéng cé dit liéu de khing dinh lidu betahistine ¢é qua sita me¢ hay khong. Nguy co khdng rd.
Do dé, khong nén cho con bu trong khi diing betahistine.
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Anh hwéng t6i khi ning 1ai xe va vin hinh miy méc

Betahistine duoc chi dinh véi hoi cerng Méniére va chong mit tién dinh, Ca hai bénh nay cé thé
ply lac dun;_, tiéu cuc Icn kha néing lai xe va véin hanh may méc. Tlong, cdc nghién ciu 1m sang
duoc thiét ké dic biét dé diéu tra kha mng lai xe va van hanh mdy méc, betahistine khong géy
anh hudng hoac anh hudng khéng déng ké.

Téc dung khong mong mudn

Thwong gip:

« Pau da day, budn ndn, ndn, khd miéng va tiéu chay
it giip:

. D’m dau, suy nhuge, budn ngd, phan Gng qua méan.
Hiém giip:

* Giam tiéu cdu, ndng dé transaminase ting

Qué lidu
Céac trigéu c!umg3 tuong ty nhu céc trigu chiing gy ra bai histamin,
Xt trf véi thude khang histamin.

Twong ky
Khéng ap dung

A ' 2 ]
Han sit dung va dieu luA(’,‘an bio quin
A A Y ¥
3 ndm ke tir ngay san xuat.

Khdng bao quan & nhiét do trén 30°C
Bao quan nguyén bao bi, dé tranh anh séng.
Khdng ding thude qué han str dung ghi trén hap thude.

X A . N LA Y 5
DPé thube xa tAm vé6i va tim nhin cta tré em.

I‘hong tin thém
San phdm nao khéng ding hodic vt lidu thira cn duge tiéu huy theo quy dinh clia co sd.

Théng tin trong t& hudng din nay con han ché. Dé c6 thém thong tin, xin hoi béc s§ hodic duge
sy.

Nha sin xuit

Mylan Laboratories SAS
Route de Belleville, Lieu dit Maillard \
01400 Chétillon-sur-Chalaronne — France (Phap) b ¥

&

#® e
-
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TUQ.CUC TRUIUNG |
PTRUSNG PHONG CJ Avbotit
Sham Ghi Vin Han
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap - Ty do - Hanh phic
s sé 3006 /QLD-PK Hé Néi, ngay A9 thdng 0y ndm 2022
/on =20 Ny Thay ddi mau nhéin
57 CONG TY Nz
W5 Kinh giri: Abbott Laboratories (Singapore) Private Limited

DPia chi: 3 Fraser Street, #23-28 Duo Tower, Singapore
189352, Singapore

QU6 1o T x A o, o £ ak

S— Cuc Quén ly Duge nhin dugce hd so thay d6i/ bo sung ctia Cong ty O tCp

nhén 160/TDNN-N ngdy 26/01/2021 v& vige thay dbi mAu nhin dbi véi thude
nudc ngoai da duge cap s6 ding ky luu hanh,

Cin ot Thong tu s6 32/2018/TT-BYT ngy 12/11/2018 clia BO ¥ té quy
dinh viéc déng ky lwu hanh thubc, nguyén liéu lam thuc; Théng tu s0
01/2018/TT-BYT ngdy 18/01/2018 ciia By Y t6 quy dinh ghi nhéin thudc,
nguyén lidu 1am thudc va (& hudng dan st dung,

C#n ci bién ban thim dinh hd so thay i/ bd sung, Cuc Quén 1y Dugc co
¥ kién nhu sau:

Péng y v& viée thay i m3u nhin dbi v6i thudc Drosperin 20, sb gidy
ding ky luu hanh: VN-15082-12, oy thé:

MAu nhdn mai duge dong ddu x4c nhan ctia Cuc Quan ly Duge va dinh
kém theo cong vén nay.

Ngoai ndi dung duge thay dbi trén, tht ca cdc ndi dung khac gilt nguyén

- nhu hd so ding ky thudc luu tai Cyuc Quan ly Dugc.

Cong ty dang ky, nha san xudt phai chiu trdch nhigm v& chét lugng dbi véi
thude luu hanh trén thj trudng va cé trdch nhigm thong bdo sy thay dbi nay dén
cac co quan lién quan va khdch hang.

Sau 06 thang k& tir ngdy ky cong vin ndy, thubc trén khong duge nhédp
khau véi e ndi dung cfi di d& nghi thay doi.

Cuc Quén ly Dugc thong béo d& Cong ty biét va thyc hign ding cac quy
dinh ctia Vigt Nam vé luu hanh thude./.

Noi nhin: ___XT.CyC TRUONG

- Nhu frén; . . ’/’\Q’h“PHO yC TRUONG

- CT. Vii Tuén Cudng (de b/c); e )

-Luu: VT, BKT (L).

N
N0

Vs o

~ .»V,""',r-(\.:':;'/,.“ A} P n
='_Ngityén Thanh Lim
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1 Thd bin theo don. M3 Fyp DROSPERN 20
| cha 28 vi2n 0t bao phin: 24 vida miu 84
| i dorprencre 31y el estrecdl
| 001ms 4 vitn mdu trbeg dhia U duge, ¢
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| $4 0 VH-1563212.

DROSPERIN"20)

3mg Drospirenone
0.02mg gellﬂrwylztuadlol

DROSPERIN'Z2()

0.02mg ethinyl estradiiol

3mg Drospirenone
0.02mg ge!hlnyl estradiol
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPje 1p - Ty do - Hanh phiic
sé A2050 QLD-PK Ha Ngi, ngay /7 théng 7-ndm 2019
V/v thay @i mau nhan, thay d6i quy
e . cach dong goi

7 CONG TY \
: TNHH T
= | THUGHG MAIYADUGPHAW) -

Kinh guri: Abbott Laboratories (Singapore) Private Limited.
Dia chi: 3 Fraser Street #23-28 DUO Tower, Singapore 189352,
Singapore.

g Tiép theo cong vin s6 15231/QLD-PK ngay 02/8/2018 ctia Cyc Quan ly
Dugc, xét don dé - nghi ndp ngay 28.3. 2019 va cdc tai ligu bd sung ¢ lién quan
cia cong ty (s6 tlep nhén L2.268/B STDNN) vé viée thay 601 mAu nhén, thay déi
quy cach dong goi dbi véi thude nude ngoai da duge cap s6 dang ky Iuu hanh,

Cin o Thong tu 86 32/2018/TT-BYT ngay 12/11/2018 cia BO Y té Quy
dinh viéc ding ky lwu hanh thudc, nguyén liéu lam thudc; Thong tu so
01/2018/TT-BYT ngay 18/01/2018 cta By Y té quy dinh ghi nhén thudc, nguyén
lidu 1am thudc va to hudng dan sir dung;

C#n ¢t bién ban thdm dinh hd so thay dbi/ bd sung, Cuc Quan ly Duge ¢
¥ kién nhu sau:

Bong y dé cong ty dugc thay i mAu nhn, thay ddi quy cach dong goi dbi )
véi thude Drosperin 20, s6 ding ky: VN-15082-12, cu thé: /.

- Quy cach déng gbi di duge duyét: Hop 1 hop nhyra x 1 vi x 28 vién; hop 1 #{‘_, (]
vi x 28 vién. 15| R
- Quy cach dong goi thay db6i: Hop 1 vi x 28 vién.

MAu nhan vi méi cia thube duge dong d4u xé4c nhan cta Cuc Quan ly Duge N
va dinh kém theo céng vin nay. '

Ngoai ndi dung duge thay dbi trén, tit ca cdc ndi dung khac giff nguyén
nhu hd so ding ky thude lvu tai Cuc Quan ly Duge.

Cong ty déng ky, nha san Xuét pha1 chiu trach nhiém ve chét lugng do1
v6i thude luu hanh trén thi trudng, ndi dung gh1 trén nhan thudc, quy dinh vé s&
hitu tef tu€ lién quan dén nhan hiéu hang hod ciia thude va ¢6 tréch nhiém thong
béo su thay dbi nay dén cac co quan lién quan va khach hang.

Sau 06 thang k& tir ngay ky cong vén ndy, cong ty khong dugc nhép khéu
thude trén véi quy cach dong goéi, mau nhén vi cfl,

Cuc Quén ly Dugc thdng bao d& cong ty biét vé thyc hién ding cac quy
dinh cta Viét Nam v& luu hanh thude./.

KT.CUC TRUONG

Noi-nhin: PHO CUC TRUONG
- Nhur trén;
- CT. Vii Tuin Cuodng (dé b/c);

- Luu: VT, DKT (AH).

Nguycn T4t Dat
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T % TAI 7
Vién nén bao phim EN w,n[fculhﬂm‘ A

IPSe_oit” J
Poc ki hwéng din si dung (HDSD) trude khi ding thube nay. T HDSD cung*eip™
nhifng thong tin quan trong cho vige trj lifu. Trong trudng hep ¢6 bt ky sy nghi ngd'
nio hay khiéng biét rd bit cir didu gi, hily tham khio y kién béc st hojic duge si. Giir ky
to HDSD aé doc lai khi cén.

THANH PHAN:

Vién bao phim mau do:

M&i vién nén bao phim chira:

Vién nhan; Drospirenone 3mg +2% déi du; Ethinyl estradiol 20megt+ 5% ddi du. Ta duge:
Latomonohydrate 43mg; Sodium crocarmellose 0,8mg; FD va C Vang s6 6 aluminous laquer
0,03mg; FD va C Do s6 40 aluminous laquer 0,09mg; Povidone 2mg; Talc 3,5mg;
Magnesium stearate 0,2mg; Tinh bt biip vira dit 80mg.

Bao phim: Hipromellose 2910 1,026mg; Macrogol 6000 0,113mg; Talc 0,112mg; Tinanium
dioxide 0,188mg; FD va Do sb 40 aluminous laquer 0,113rag; FD va C Vang s6 6 aluminous
laquer 0,047mg; D va C Do s6 27 aluminious laquer,

Vién mau tring khéng hogt tinh (gii dirge):

Mai vién nén bao phim chira:

Vién nhén: Microcrystalline cellulose 50,6mg; Lactose monohydrate 43,59mg; Sodiunysfarch-,,
glycolate 3,974mg; Talc 1,536mg; Magnesium stearate 0,3mg, P :
Bao phim: Hypromellose 2910 1,883mg; Macrogol 6000 0,403mg; Talc 0,1701 . /’I;tfiii'iun
dioxide 0,544mg, v i G
PHAN LOAI DUQC LY - TRI LIEU: Thue trdnh thai uéng
DUQC LY HQC

Duwoe lye hoe: Sy két hop cua Drospirenone vd Ethinyl estradiol c6 tée df ¢
gonadotropins. Mic du co ché chinh ciia hoat ddng nay 14 ngén sy rung trimg, nhimg bibirdsi
khac cling xdy ra, gdm nhimg thay dbi trong dich nhay ¢d tir cung (lam tinh tring kho vao
trong tir cung) va nhitng thay ddi niém mac tr cung (lam gidm kha ning lam td cua trimg).
Nhing nghién ctru tién 1dm sang trén invitro & dong vt cho thély Drospirenone khdng c6 téc
dung ctia mdt Androgenic, Estrogenic, Glucocorticoid va khang Glucocorticoid. Nhimg
nghién ctru tidn ldm sang trén dong vat cling cho thﬁy Drospirenone ¢6 tdc dfng khéing
androgenic.

Duge dgng hge:

Hilp thu: Sinh kha dyng hép thu ctia Drospirenone 1a 76%. Sinh kha dung hép thu ctia Ethinyl
estradiol 1a ghn 40%, nong d¢ t6i da trong huyét thanh ctia Drospirenone va Ethinyl estradiol
dat duge khodng 1-3 gidr sau ubng. Duge dong hoc ctia Drospirenone ty 1€ thuéin véi lidu don
sau ubng dao dong trong khoang 1-10mg. 10 nga}{ sau khi udng hang ngdy, Drospirenone dat
ué‘ng d6 6n dinh. Vi Ethinyl estradiol, ndng d¢ on dinh dat duge trong nira thir 2 ctia chu ky
diéu tri,

Tée d6 hdp thu cia Drospirenone va Ethinyl estradiol sau khi ubng lidu don 2 vién cing véi
thirc #in s& gidam Cmax khoang 40% cho ca 2 logi, tuy nhién mire d§ hép thu ctia Drospirenone
duge duy trl khong doi, Nguge lai, mire df hilp thu cta Ethinyl estradiol bj giam khoang 20%
tiy theo trinh trang thire iin.

L i
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Phan bé: Ndong dd trong huyét thanh cha Drospirenone va Ethinyl estradiol gidm trong hai
pha. Sy phan b r6 rang ctia Drospirenone 1a khoang 4L/kg va Ethinyl Estradiol khoang 4-
5L/kg.

Drospirenone khéng ghin v&i Globulin lién két véi hooe mén sinh dyc (SHBG) hoiic véi
Globulin gén véi Corticoids (CBG), nhung né gén vi 97% protein trong huyét thanh. Ethinyl
estradiol duge biét dén véi ty 18 gin két cao véi Albumin huyét thanh (xp xi 98,5%), nhung
khong dic hidu, va né 1am ting ndng o cia SHBG va CBG trong huyét thanh, Céc téc dung
ciia Ethinyl estradiol trén SHBG va CBG khong bj anh huéng bdi sy bién dbi cua lidu
Drospirenone trong khoang 2-3mg.

Chuyén héa: 2 dang chuyén héa chinh ciia Drospirenone duge tim thy trong huyét thanh ngudi
12 dang axit ctia Drospirenone duge sinh ra bdi syt m¢ vong lactone va 4.5 dihydrospirorenone-3-
sulfate. Didu ndy chimg t6 rfing nhimg dang chuyén héa ndy khong 6 hoat tinh duge 1y. Nhiing
nghién etru in vitro véi cdc microsome gan ngudi cho théy, Drospirenone duge chuyén héa & mire
dd it hon, chit yéu boi Cytochrome P4503A4 (CYP3A4),

Ethinyl estradiol dugc biét dén nhu 1a mdt lién hop trong chdt nhdy & ruft non va gan.
Chuyén héa chinh xay ra boi sy 6xy héa vong thom, tuy nhién nhidu loai chit chuyén héa
duge Hydroxy hoa va Methyl héa dd duge hinh thanh. Nhitng chat nay c6 mat nhur 1 chét
chuyén héa tir do va két hop véi Glucoroid va Sulfat. Hé CYP3A4 trong gan chiu trich nhiém
chuyén héa 2- hydroxyl héa, dé 1a phan img 6xy héa chinh, Chét chuyén héa 2-hydroxyl dugc
bién dbi thém boi sw Methyl héa va Glucoronic héa trude khi thanh nwde tidu va phan ¢é dao
thai ra ngoai,

Thai triv: Nong db Drospirenone trong huyét thanh dwge dic trung bdi thdi gian bén hiy cia
1 pha trong giai doan cudi khoang 30 git sau khi ubng lidu don hogc lidu da. Sy thai trir ctia
Drospirenone hoan toan sau 10 ngay chii yéu qua phan, 1 phin nhd qua nude tidu. C6 it nht
20 chéit chuyén héa khéc nhau dwoc tim thiy trong nude tidu va phin., Khoang 38-47% chit
chuyén hoa trong nude tiéu dudi dang lién hop Glucoronid va Sulfat. Trong phdn, ¢6 khoang
17-20% chc chét chuyén héa duge bai tiét dudi dang glucoronid va sulfat.

Thoi gian ban hily ctia pha cudi ciia Ethinyl estradiol vao khodng 24 gid. Ethinyl estradiol
duge thai trir khong hoan toan. N6 duge bai tiét trong nude tidu va phéan duéii‘ijfﬁi’ e

1 \
Glugoronid va Sulfate lién hop. Chét nay tham gia vao chu trinh gan-rudt. v :\"’\&-‘ N
CHI D!.NH: /}\‘4'3' ot 4, ... 1
- Tranh thai. fﬁ ;
- Diéu trf cc tridu chimg rdi loan tién kinh nguyét. e
- Pidu trj trimg ¢4 & phy nit trén 14 i chi & nhitng ngudi mudn tranh thai bing thube ’,
Thude nay chi dimg theo don ciia bdc si. o

CHONG CHI PINH: Théng bso cho béc sy vé tinh trang bgnh dang mie phai tr
ding thue nay. Khong dwge ding thude trong cdc trudng hop sau diy:

- Bénh 1y gan, thin, tuyén thuong thin; Vang da (r mat & phy nit c6 thai hoiic vang da & phu
nif c6 tién sir dung thu_éc tranh thai uéng; U gan (lanh hofic 4c tinh); Vang da tic mit tién
trién; BAt thudng trong nude tiéu nhur ¢6 mau ma khong 13 nguyén nhén,

- Bénh 1y tim mach, 1_1gét, bénh ly ddng mach vanh, nhiing van dé tudn hoan méu, rdi loan
dbng méu, huyét khéi (cyc méu dong), tai bién mach méu néo.

- Pugc chin doan hoiic nghi ngd ung thu vii, ung thu niém mae tir cung, hogic ung thu phy
thuge estrogen. ,x‘f"i";;?‘ét\.\
- Chén do4n hodc nghi ngd cé thai, 5 il \
- MAn cam véi Drospirenone, Ethinyl estradiol hofic cde hooe mén khdc. VAR S'HQNGX_
- Déi thao dudng cé ton thuong mach méu. DAIDIEN  Y):

- Ti&n sir dau nira dau (Migraine) ¢6 cde triéu chimg thén kinh tap trung. "‘[Cl?;}' A
- Nghi ngd ¢6 thai hogic di duge chin dodn c6 thai. SRR “L/
N ¥ -:;3"( <
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LIEU VA CACH DUNG:
Cich dung: udng, c6 thé ubng thubc ciing voi bita iin hofic khdng cling bita dn.

Lidu dung:

Pé dat duge hidu qua trdnh thai t6i w, thube phai duge e
ubng trong khoang thoi gian khdng qui 24 gid. o
o Ubng 1 vitn mdi ngay, cing mot thoi diém |

mdi ngay, 28 vién lién tyc theo thir ty duge

ghi trén mgt sau hdp nhya chira vi thude va

khong bo bit cir vién ndo. Khodng cach
gitra 2 vién khong hon 24 gid. Trong céac

trwdng hop ubng thube gay ra non hofic khé 0 e i

chju da day, ubng thudc trong cdc bita #n. - ""'r;. s ,;; FrwTcr

e Vién mau do diu tién phai ubng vao ngay

dhu tién ctia chu ky kinh nguyét (ngdy ddu tién thdy kinh). Thir ty ndy rét quan trong,

Jubn ludn udng vién mau do (cé hoat tinh) ddu tién va két thic bing vién mau tring

(khéng ¢6 hoat tinh).

o Khi ban sir dung hét 1 vi thude, bt ddu ngay bing 1 vi méi. Ludn gifr siin 1 vi méi dé

dam bao ban khong quén vién dau tién cla chu ky ké 1iép.

Kinh nFuyél c6 thé xay ra trong vong 3 ngdy sau khi ngimg ubng vién c6 hoat tinh (mau
dd) cudi cing. Néu xdy ra ra mau nhe gitra chu ky (nhd giot) hofic ra méau bit thuong
trong qué trinh ding thude hay tiép tuc ubng thube theo hudéng diin. Dau hidu ndy thudng
khong quan trong nhung néu ra mau dai diing kéo dai can dén giip béc sy ngay.

Trong trudng hgp quén thuéc, phai theo chi din ctia béc s§, duge s§ hofic theo céc khuyén
cdo chung sau ddy:

o Néu ban quén 1 vién c6 hoat tinh (mau do), ubng ngay khi ban nhg, cho dii udng 2
vién trong ciing 1 ngdy, va tiép theo ubng nhimg vién thudc ké tiép theo lich trinh
binh thudng. Sir dyng thém 1 phuong phdp trédnh thai khong ndi tiét hofic tranh thai
co hoe (bao cao su, mang chin im dao) trong 7 ngay ké tiép, ngodi vide phaistie;
tuc diing céc vién Drosperin 20 nhu lich trinh binh thudng, o

o Néu ban quén udng 2 vién ¢6 hoat tinh lién tiép trong tudn thit nhét hoy
2, thi ubng 2 vién mdi ngay trong 2 ngdy lién tiép tiép theo, & thoi
thudng, Sau dé udng céc vién tiép theo nhu lich trinh binh thudng
vién. Trong trudng hop nay, nguy co rung tn’mg. gia tiing, do d6 ban n
thém phwong phép tranh thai khéc khong ndi tiét hofic tranh thai co hoc
su, mang chiin 4m dgo) trong 7 ngdy ké tiép, ngodi viéc phai ding cic Vien®
Drosperin 20 ¢dn lai nhur binh thwdng,

o Néu ban quén udng 2 vién c6 hoat tinh lién tiép trong tudn thir ba hofic tudn thir tu,
hogic néu ban quén udng trén 3 vién cé hoat tinh lién tiép trong vong 24 vién ¢
hoat tinh: Bé cdc vién con lai ciia vi thube va bit dau véi vién ddu tién ciia mot vi
thube mai ngay trong ngdy ké tiép. Ban nén sir dyng thém phuong phép trénh thai
khéng ndi tiét khéc hojjc tranh thai co hoe (bao cao su, mang chin dm dgo) trong
vong 7 ngdy sau khi quén ubng vién thude. C6 kha ndng ban s& khdng co kinh
trong thang do6, nhung néu khdng c6 kinh trong 2 théng lién tiép, hily kham béc s§
& xac dinh xem ¢6 mang thai hay khong,

e Viéc quén udng céc vién mau triing khdng cd hoat tinh trong tudn third-c6:thé bo

e

qua, nhung vién mau dé c6 hoat tinh ctia vi ké tiép phai dwgc ubn dinig gy

o/ VAN FHONG
DAL DIEN

ké hoach.
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THAN TRQNG KHI SU DUNG:

Néu c6 cic diu higu ldm sang sau ddy, phai ngieng th ube ngay Iip tive:

- Xudit hién dau nira ddu (Migraine) hotic néing 1én, voi cudmg do ting dén.

- Nhimg déu hiéu dau tién cia the mach do huydt khdi.

- DAu hiéu tang huyét ap.

- Ving da tién trién, viém gan va ngira. Pau thugng vj hofic ving gan ting 1én.
- Tang con déng kinh.'

Trude khi sit dung thude tranh thai ubng, phai khdm toan than va kham phy khoa d& chéic ring
ban khéng méc bénh va c6 cde yéu té nguy co. Trong sudt thoi gian udng thubc tranh thai,
ban phai kham sirc khde méi 6 thang dén 1 nam d& danh gia lai cdc chong chi dinh (Vi dy nhu
con dau thiit ngye thodng qua) va cic yéu t6 nguy co (Vi dy tién str gia dinh ¢ huyét khéi
ddng mach, tinh mach ), vi nhitng bénh nay c6 thé xudt hién sém trong qué trinh didu tr.

- Thude tranh thai hooc mén ¢6 lién quan dén nguy co lam ting huyét khéi tinh mach, thuyén

the dong mach, nhdi mau co tim, tai bién mach mau néio. Tuy nhién, nhing bién chirng ndy da
duoc xde dinh 13 thip hon trong subt giai dogn udng thudc tranh thai so véi giai doan mang
thai, Trudc khi uén% thudc tranh thai, cAn cin nhéc k§ yéu t& nguy co- lgi fch va chdng chi
dinh ¢6 lién quan dén cdc bénh ly vé& huyét khdi tinh mach va dong mach, Thuyén tdc dong
mach va tinh mach do huyét khdi c6 nguy co gia t:”mp;, trong céc trudmg hop sau: phu nit trén

35 tudi, hat thude 14 (nguy co cao hon, dic bidt 13 bién chimg dong mach); Tién sir gia dinh
mic bdnh thuyén tic ddng mach-tinh mach do huyét khéi; NFlr(‘Ji qud céin: Chi s6 BMI >30;
Réi logn chuyén héa Lipid mau; Réi loan v& huyét ap (huyét dp kho kiém sodt); Bénh van
tim; Rung nhi; Bat dong kéo dai trong cdc philu thuft 16n (dimg thudc it nhét 4 tuln truée
phiu thuat can thigp, c6 thd ding lai thube 2 tudn sau khi phuc hdi hoan toan); Trong chc
trudmg hop ra mau &m dao khdng thudng xuyén, dai diing hoic tai di tai lai c6 thé 14 bénh 4c
tinh nén can duge chin dodn day du; 'I‘i%u dudng: thube tranh thai c6 thé 1am giam sy dung
nap glucose, ting nhe sy gidi phong insuling ¢ bénh nhén tidu duong tuyp 2 hoiic lam ting
nhe tdc dung phy cta cholesterol- lipoprotein. Trong 1 vai trudng hop ¢ thé thay ddi lidu
nhom ha dudng huyét hogc ting cudmg dénh gia ndng do glucose hofic lipid trong huyét
thanh. Néu hiéu qua chuyén héa khéng duoc kiém soét, phai dimg liéu phap didu tri. pm—
- Bénh 1y thi mét hotic ¢6 tién sir bénh, diic biét soi tai mat dang tién trign: estrogen c6 ;héﬁ‘: Y
thay ddi thanh phin ciia mudi mét va lam ting do tip trung cua cholesterol lam sdjfm ?
trin trong 2 ndm dAu dung thude, dicu ndy tiy thude vao co dja clia mdi c4 nhén.
chung, nguy co ndy 1a thap tuy nhién vin cin thin trong khi ding thudc trénh thag 4
cdc bénh nhén nay.

o

[ &

Cus

O BTl
. A T ST
- Bénh 1y gan: chuyén héa estrogen ¢6 thé bj anh hwdéng & bénh nhan c6 bénh ly g?iu‘f' l}t,héi A o

z

nén ding bién phép tranh thai khong hooc moén d6i véi bgnh nhén nay. Thuée tranh thai*hoact. "
mdn ¢6 thé duge ding lai khi xét nghi¢m chire niing gan vé binh thuong,

- Cao huyét ép: Lidu thép thube tranh thai mot pha udng 1am ting huyét dp & mot s phy nit
huyét ap binh thuong c6 yéu t nguy co, lidu thdp thube tednh thai nhiéu pha cé thé phit hep

vGi nhitng bénh nhéin nay.

- Tiing Kali mau: Drospirenone cé téc dyng chdng chét khodng va corticoid, ¢6 thé lam ting

Kali mau ¢ nhitng bénh nhén nguy co.

= Thude tranh thai ubng c6 thé gdy triéu chimg chdy méu loi (nuéu), ting sinh loi (nuéu) hofic viém xwong

3 riing (kho 4 riing). Hy bdio cho nha s§. Danh ring thudmg xuyén cd thé lam gidm triéu chimg ndy.

- Hay thdng bédo cho bic sy biét néu khong cé kinh nguyét trong 2 chu ky lién tiép.

- Ban phai thong bdo cho béc sy vé thudc tranh thai dang ding truée khi lam cée xg‘,!fnqhi‘ézm,

vi llulg)c tranh thai ¢6 thd 1am thay di két qua ctia mdt sb xét nghiém mdu. ,;:té},j..fag »a:‘
- Str dung thém 1 bién phép tranh thai nita trong it nhit 7 ngay ctia chu ky ddu tign | l({"g’qﬁuédi?ﬁ} \

dung thém 1 bién phdp tranh thai khdc nfra trong thdi gian quén ding 1 hay vai &y thids ‘I\tfgi:
dang ding thém 1 thude khéc ¢6 tée dung lam gidm kha ning phong tranh thai. {{fy héi FKien
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béc s§. Trong trudng hop cé ndn hofic tiéu chay, nén sir dyng thém 1 bién phép trdnh thai khac
khong phai hooc mén, ngay khi dang ding thube hodc 1 thoi gian ngén sau khi dung.

PHU NU' CO THAI VA CHO CON BU:

Phu nif ¢6 thai: Khong khuyén cdo ding thude ndy trong thai ky c6 thai vi hooc mdn qua
nhau thai gdy anh hudng cho thai nhi. Trong trudng hop duoc chin dodn hodc nghi ngd c6
thai ban phai ngimg thudc ngay va dén khém bac s§.

Phu nir cho con bii: Khong ding thubc cho phy nit dang cho con bii vi hooc mdn bai tiét vao
stta me ¢6 thé anh hudhg t6i sy phat trién ctia em bé.

LAI XE VA NGUOI VAN HANH MAY MOC: Tic dyng trén ngudi 14i xe va vin hanh
may méc chua duge bao cdo.

TUONG TAC THUOC VA CAC TUONG TAC KHAC:

Théng béo cho bic s§ vé cic thude ban dang dimg, ké ca thube khong ké toa.

Tuong téc thudc co thé xay ra trong céc trudng hop sau day:

- Pbi khang Aldosterone, \ic ché men chuyén ddi angiotensin (ACE), dbi khang thu thé
angiotensin II, chéng viém khéng steroid (AINEs), loi tidu Kali hojc Heparin: Ding
chung nhitng thube ndy c6 thé [am ting nong dj Kali trong huyét thanh vi téc dyng
khang corticoid va chét khoang ctia Drospirenone. Néu sir dung thube trong thdi gian
dai, ban nén kiém tra ndng d¢ Kali huyét thanh trong chu ky dAu didu trj.

. Paracetamol: thudc nay co thé két hop voi Paracetamol gdy ra giam ndng do
Paracetamol trong huyét thanh va lam téing nong &6 ciia mot s6 estrogen tén_g hop.

. Ascotbic axit: ding ddng thi c6 thé 1am ting ndng dd ctia mdt s estrogen tdng hop.

- Atorvastatin: diing chung véi Ethinyl estradiol 1am ting AUC ctia Ethiny] estradiol 1én 20%.

- Ampicillin, Griseofulvin, Tetracycline: Hiém trudng hop duge béo céo higu qua cua thudc
trénh thai giam & phu nit ding Ampicillin, Griseofulvin, Tetracycline. Mic du bing chimg
vé sy tuong tac rééz han ché, khi ding thude tranh thai trong thdi gian dai, ban cén duoge tu
vAn v& viée ding chung céc thudc tranh thai véi bat ky mot loai khéng sinh néo.

- Clofibrate, Morphine, Salisilic axit va Temazepam: Dung chung v6i thude tréanh thai
¢6 thé 1am tiing d thanh thai clia cde thude ndy.

- Cyclosporin, Prednisolone hogc Theophylline: Ding chung v6i thube tranh thai cb
chira Ethinyl estradiol ¢ thé (e ché chuyén hod nhitng thude ndy, do vdy lam ting
ndng 6 ctia chiing trong huyét thanh.

- Carbamazepine, Phenobarbital, Phenylbutazone, Phenytoin, Rifampinerhofic,,
Hypericum Perforatum (tén thudng goi la cdy noc soi): dung chung nhimn 9&1116(\-7-_1)5)[‘7}":?@...
véi thube trénh thai udng c6 thé 1am tang chuyén hoa cia Ethinyl estradiflw&éﬁé‘i“&éi;{-‘l |
Progestagen, 1am giam higu qua tranh thai va lam ting kinh nguyét bit th gl{(é@ e i 4

. Thubc 14: Khong khuyén cdo ding thudc tranh thai uéng & phy nft ¢ l\;‘:t Iigfé’é:,ié,itlff ,'.‘}'!i'r 5
tang nguy co bién chimg tim mach bao gdm tai bién mach mau nfo, d2 i thit Tigyro; ’g:ﬁ

viém tic mach do huyét khdi, thc ngh&n mach phdi. Nguy co ndy cang ¢ ei"cf{.p\hul'iiﬁ"\';},"'i
trén 35 tudi 6 théi quén hit thude 14, M

»

L.
Y

TAC DUNG KHONG MONG MUON:

Théng bio cho bdc st nliing tic dung khong mong mudn gip phai khi siv dung thube.

Cic trigu cluing sau diy ritt hiém giip, tuy nhién khi giip phai dén co'sé y té ngay, bao gom:

- Nhdi mdu nfio hoic dot quy (st, dot nhién mét tri thirc); Bénh vé thi mat; Nhéi mau co tim
(dau ngyc dit doi, khé thé khong 18 nguyén nhén); Thc mach phdi (o 4u, bdn chdn, dau nhidu
& ving bung dudi, dau ngye, run rdy, co gift, ho, cAm gide néng, mdi va migng bong rdt, dau
du, t& c4e ngon tay, dau thap sau lung, khung xwong chdu hogic da day, tai c6 tiéng chudng);
- Huyét khéi gay téc mach (dot nhién dau bung, dau lién tuc, rt dau, ho ra mau, ¢oihiehimagy
phdi hop, dau hing va cing chan, djc biét 1A dau ting khi bé vat niing, dot D éé /E[?F’PH@H
khéng ¢é nguyén nhdn, thay dbi v& nhip tha, thi gide, mét moi, t& bi canh t Pyg cangghiin
khéng c6 nguyén nhin) chu yéu giip & nhitng phy nff ¢ bénh tir trude dic bié % gudi 'p{g; hut

A\ TR0 Cf O
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thude 14, viém téc tinh mach do huyét khoi (da xanh téi, thay d6i mau sfic da, nhay cam, sung
ciing chan va ban chan).

Cic (riéu chiing khong cin sy can thigp cita y té bao gom:

Thuong giip: dic biét trong 3 thang dau khi udng thude tranh thai: Thay ddi chu ky kinh
nguyét hodc ra mau bAt thudng nhu mét kinh (hodn toan khong cé kinh nguyét trong vai
théng), ra mdu bt thudong (ra méu Am dgo gitta cdc chu ky kinh), ra méu it (chi ra 1 {t mau
vio chu ki kinh), nhé giot (ra méu {t giita céc chu ky kinh binh thudng). _

It giip: Pau diu ho#c dau nira déu (dau nhidu hoiic ting 1én thudng xuyén); ting huyét 4p (lam
bénh trAm trong hon); Viém am dgo hogic viém 4m dao do ndm candidas tai di tai lai (dm dao
tiét ra dich trfing, ddy, &m dao ngua, rat),

Hiém gdp: U vi, chu yéu & bénh nhan c¢é bénh tir trude, gan ting sin té bao nho & trung tam,
viém gan hoyic ung thu biéu md 1& bao gan (dau da diy, dau bén canh hogc byng; vang da,
ving mét)- dic biét & bénh nhén c¢6 bénh ti trude, ngudi hit thudc 14, u bng tuyén ctia t& bio
gan, u lanh tinh (sung, dau, nhay cam véi dau khi 4n hodic cham vao ving byng), 1am xAu di
tinh trang ctia bénh tram cam nhe néu d ¢ bénh tir trude.

Nhiing ddu higu ké trén la binh thudong va khon cdn diéu trf triv khi né gy khd chin cho
bénl nhin hofic khong mdit di trong qud trinh diéu tr]. _

Thuwdng glip: Chudt rat & bung hodic bung céing phong; tring cé nhe sau 3 thang dau didu trj;
sung, dau, ting cdm gide dau khi cham vao vii; ¢d tir cung thay ddi tiét dich; gidc mac thay
ddi; vang da tic mét, vé sinh sau ngung thuée; thiy tinh thé khong dung nap thube, gift mudi
va nude (mit cd va ban chdn sung)

It gp: ryng hoiic ting 16ng & co thé holic mt; thay ddi vé& tinh dyc (ting hogc gidm nhu céu
tinh dyc); da ¢6 chim néu khi tidp xtic véi dnh nding mat trdi; ting hoge gidm cén.

Chit y: nhimg chdm ndu trén da c6 thé xudt hi¢n tam thoi hogic vinh vién, Nhitng phu nit ¢6 da
sAm maw, tidn sir da tn nhang trong qué trinh mang thai khi tiép xtc lau dudi anh nfng mit
troi ¢6 nguy co cao gip tridu chimg nay.

Hip thong bdo cho bic s tit c nhitng tic dung khong mong mudn ma ban gip phii ké ci
nhitng trigu chitng khong dwpe ké 6 trén, '

QUA LIRU: BAt e thube nao khi ding qué liu ciing c6 thé giy ra hfu qua nghiém=-es,.
A

trong. Néu ban nghi riing di ding qui licu, hity dén co'sé'y té ngay 1dp tirc, oo .
Diu hidu 1om sang ctia qué liéu bao gom: ra mau bit thudng, nén va budn nén. F&s G Y,
Trong trudng hop qué liéu, didu trf theo khuyén cdo dudi day: o G950 T
- Lam moi cAch && gy non, - E{E o oL
- Dénh gi4 ndng d6 Kali va Natri trong huyét thanh va tim céc bing chim fé\y,‘tddn.»_ R #

2 .

chuyén hoa. N Y
BAO QUAN: Giir thubc & noi khd 1o, tranh nl sang, khéng qué 25°C, trdnh xa tAm véi ctia tréem. -7
DANG VA TRINH BAY: M?i hop chita 28 vién gdm:24 vién hoat tinh (mau do) 4 vién gid duge (méu téng)
TIRU CHUAN: Tiéu chudn co s&
HAN DUNG: 48 thing
Kiéng dimg thude qud han sit dung dwge ghi trén bao bi.

THUOC BAN THEO DON. KHONG DUNG QUA LIEU CHI PINH. NEU CAN THEM
THONG TIN XIN HOI ¥ KIEN BAC $1. GIU THUOC NGOAI TAM TAY TRE EM.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
NHA SAN XUAT: LABORATORIOS RECALCINE 8.A,, No. 5670 Carrascal, Santiago, Chile.
{ Minh, Di¢n thogi 1800-545402.

5
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BOYTE - C(’)NG HOA XA HQI CHU NGHIA VIET NAM
MINESTRY OF HEALTH - - SOCIALIST REPUBLIC OF VIETNAM i

CUC QUAN LY DUQC ~ Piclap - Ty do - Hanh phiic
DR ‘ \DMINISTR ATION OF VIETNAM - Independence - Freedom - Happiness

PHEP LUU HANH SAN PHAM
e MARKETING AUTHOR!ZATION :
Betaserc 24mg

- Thanh phan chinh, ham Iu’qng 2 ' : 'Betahlstlr\ dihydrociorld 24mg
Active Ingredients, Strength: _ : e s
Qui cach déng gdi, bao che = Hép 5 Vi X 10 v1én hép 5 vi X 20 wen Vaén nén :

: Packing Size, Dosage form: _ ;
TiduchudnchAtlvong NSX _i L

Quality Specification; - ===

Handing *=. ¢ : 36thang

-_She!f life: s
s gidy phép Iy hanh san phém (SBK) VN-21651 _19
—~Marketing Aumonzatron Number: _ : : X
~ sbquybtdinh £ . '364!QE) QLD e Ngay cép 20/312019 &
"'Approva! Decfsron Number: : . Date of Issuance: e

'Hiéu I ctia gidy phép Iwu hanh sa&n phém co gré tri 05 ném ké o ngay cép

: Exp:ratlon Date of this Marketmg Aufhonzarron :
Téncossdangky - s L Abbott Laboratorles (Smgapore) Prlvate an:ted
Name of Marketing Authonzation Ho!der =

Plachisi—1 - & e 3 Fraser Street #23 28 Duo Tower S;ngapore 189352
SEse s e Slngapore , =

: Ten co s& san xuét -- e My!an Laboratorles SAS

~Name of Manufacturer: e

o '.Route de Beilewlte, Lleu-dlt Malllard 01400 Chétlllon~
- Add, e : sur—ChaIaronne France
 Téncosddong goi

- Name of Assembler

Hé N{if n éy&thangz,ném 2019

: KT.CUC TRUONG CUC QUAN LY DU’Q’C
: FOR GENERAL DIRECTOR OF THE DRUG ADMINISTRATION OF VEETNAM

~ Ghi chii: (vote) G :
1- Gidy phép Iuu hanh san phém nay duoc cép theo dung ho
dang ky thuéc d& dugc Bo Y té phé duyét.
This marketing authorization has been jssued in accordance with the dossie E
approved by the Vietnam Mrmslry of Health. i~
2- BAt ctv sty thay ddi ndo vé ndi dung clia. giéy phép phai duqc
Cyc Quan Ly Dugc - BO Y té xac nhan.

Any variations of the contents of the marketing au!honzanon are reqwred fo be
adopted by the Drug Administration of Vietnam. e
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Ky bésiz Cpe Quin

\ v BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
iz CUC QUAN LY DUQC Doc 1ap — Tw do — Hanh phiic

Sé: 199  /QP-QLD He Noi, ngay 26 thdang 03ndm 2024

QUYLT PINH

vé\vite cong bd Danh muc thube, nguyén li¢u lam thube cé glay dang ky lu'u
duge tiép tuc siv dung theo quy dinh tai khoan 1 Pidu 3 Nghi quyét sb
80/2023/QH15 ngay 09/01/2023 ciia Qubc hi Pyt 12)

e

f?)'\

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Nghi quye! 56 80/2023/QH15 ngay 09/01/2023 ciia Quéoc hdi vé viée
nep fuc thiee hign mot s6 chinh sdch trong phong, chong dich COVID-19 va sirdung
gidy déng kp liu hanh thude, nguyén ligu lom thuéc hét thoi han hi¢u lie tie ngay
01/01/2023 dén ngay 31/12/2024;

Cdn cir Nghi dinh 56 95/2022/ND-CP ngay 15/11/2022 cita Chinh phit quy
dinh chite niing, nhiém vu, quyén han va co cdu (6 chire ctia Bo Y 1;

Céin cir Quyét dinh 56 1 969/QD-BYT ngay 26/4/2023 ctia BY triong B Y 1é
quy dinh cln?g ndng, nhiém vy, quyén hanva co cautoé chire ciia Cuc Quan ly Dirge
thuée Bo Y té;

Cén cir Cong vin s6 429/BYT-QLD ngay 01/02/2023 ctia B§ Y (é vé viée
trién khai thuiee hién Diéu 3 Nghi quyét s6 80/2023/QH15;

Theo dé nghj ctia Trieong phong Ding ky thuée, Cuc Quan Iy Dirgre.
QUYLT DINH:

Pidu 1. Cong b kém theo Quyét dinh nay Danh muc thudc, nguyén ligu lam
thudc ¢6 gidy diing ky luu hanh duge tiép tuc st dung tir ngay het hiéu lyc dén hét
ngdy 31/12/2024 theo quy dinh tai khodn 1 Bieu 3 Nghi quyét sé 80/2023/QH15
ngay 09/01/2023 ctia Qudc hoi (Dot 12), cu thé nhu sau:

1. Danh muc thude, nguyen ligu lam thudc san xudt trong nude duge cong b
tai Phu lyc I kém theo Quy¢t dinh.nay.

2. Danh myc thudc, nguyén liéu lam thudc san xudt tai nuée ngoai dugc cong
bo tai Phu lyc IT kém theo Quyét dinh nay.

3. Danh myc véc xin, sinh phﬁm dugc cong b tai Phy lyc 1T kém theo Quyét
dinh nay.

Piéu 2. Danh muc thude, nguyén liéu lam thude duge cong bb tai Diéu 1 dugc
dding tai trén Céng thong tin dién tir cia B6 Y té tai dia chi: https:/moh.gov.vivhome,
Trang thong tin dlenur ctia Cye Quan ly Dugec tai dia chi: https://dav.gov.vn va duge
tiép tuc cAp nhat, b sung tai céc dot cong bb tiép theo.

Thong tin chi tiét ctia tmg thude, nguyén liéu lam thudc duoc tra ciru theo s ding
ky cong bo tén trang thong tin dién tir cua Cuc Quéan ly Dugc tai dia chi
https://dichvucong.dav.gov.viveongbothuoc/index.



http://www.foxitsoftware.com/shopping

Piéu 3. Trudong hop thude, nguyén lidu lam thude di thye hién thay doi, bd
sung trong qué trinh lru hanh hoidc ¢é dinh chinh, stra ddi thong tin lién quan dén
gidy ding ky luu hanh da duge cip, doanh nghiép xudt trinh viin ban phé duyét hodc
xac nhan cia Cuc Quan ly Duge véi cac co quan, don vi li€én quan dé thyc hig¢n cac
thu tuc theo quy dinh phap luét.

Piu 4. Quyét dinh nay ¢6 hiéu lyrc ké tir ngay ky ban hanh.

Diéu 5. Giam dbc S¢ Y & cac tinh, thanh phd true thuge Tr ung wong, Giam
dbc co s san xudt va co s& dang ky c6 thude, nguyén lidu lam thude duge cong b
tai Pidu 1 chju trdch nhiém thi hanh Quyét dinh nay./.

Noi nhiin: 2 anl

- Nhu Biéu 5; AR,

- BT. Pao Hbng Lan (de ble); ; cuc

- TT. B6 Xuén Tuyén (dé b/c); QUAL A

- Cyc Quén y - B6 Qubc phong, Cuc Y té - Bo Céng any 0 b, ]

- Cyc Y t€ GTVT - B) Giao thong van téi; \ WG ./

- Tong Cuc Hai quan - B§ Tai chinh; NF o~

- Bio hiém xa hgi Viét Nam; (_H.é’v{i Tudn Cuing
-B&Y 1é: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra

B9, Vin phong Bg;

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

- Téng Céng ty Duge Vigt Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 givdng bénh trire thuge Bo Y té;
- Trung tdm mua sam tap trung thude quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website B Y té; Website Cuc Quan Iy Dugc;

- Luu: VT, BDKT (02b).


http://www.foxitsoftware.com/shopping

Phu lye I1
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DANH MUC THUOC, NGUYEN LIEU LAM THUOC NUOGC NGOAI CO GIAY PANG
KY LUU HANH PUQC TIEP TUC SUDUNG TUNGAY HET HIEU LU'C PEN HET

NGAY 31/12/2024 THEO QUY DINH TAI KHOAN 1 PIEU 3 NGHI QUYET SO

80/2023/QH15 NGAY 09/01/2023 CUA QUOC HOI (POT 12)

(Kém theo Quyét dinh s6199/0D-QLD ngay26 /03 /2024 ciia Cuc Quan Iy Dirgc)

(*) Ghi chii: Cde thude khdc dap ting yéu cau tai Nghj quyét 80/2023/QH135 duoc tiép tuc cdp
nhdt, bé sung tai cdc dot tiép theo.

Stt| So6 dang ky Tén thudce Co sé ding ky Co s sin xuit
I [VN-21764-19 |Abifish Cong ty TNHH Dwge phim DO HA [PT. Sunthi Sepuri
2 |VN-21951-19 |Acerovax-20 Saint Corporation Aprogen Biologics Inc.
tablet
3 [VN-21917-19 |Aclasta (CSPG  [Novartis (Singapore) Pte Ltd Co s& san xuat va déng goi so cip
thir cAp va xudt Fresenius Kabi Austria GmbH
xudng: Novartis
Pharma Stein AG,
dia chi:
Schafthauserstras
se, 4332 Stein,
Thuy Si)
4 |VN-21654-19 |Actelsar HCT Actavis International Limited. Actavis Ltd.
40mg/12,5 mg
5 |VN-21802-19 |Acuroff-20 Cong ty TNHH Dugc Pham Y-Med |Indchemie Health Specialities Pvt.
6 |VN-21659-19 [Akugabalin Akums Drugs & Pharmaceuticals Akums Drugs and Pharmaceuticals
Ltd. Ltd.
7 [VN-21761-19 |Alopatan Cong ty TNHH Duge phidm Béch Cooper S.A. Pharmaceuticals
8 |VN-21795-19 [Aloxi (CS DG Céng ty TNHH Dugc pham Vigt Pierre Fabre Medicament Production
thircdp va XX:  |Phép
Helsinn Birex
Pharmaceuticals
Ltd; BC:
Damastown,
Mulhuddanrt,
Dublin 15, Céng
hoa Ai-len)
9 |VN-21745-19 |Amdipic S5Smg Cong ty CP duge phém Pha No Deva Holding A.S.
10 {[VN-21819-19 [Amgoal Céng ty TNHH MTV DP PV The Acme Laboratories Ltd.
Suspension 50 ml |Healthcare
11 |VN-21890-19 (Aminol-S Kwan Star Co., Ltd. Taiwan Biotech Co.
12 |VN-21690-19 [Amoxicillin Brawn Laboratories Ltd. Brawn Laboratories Ltd
capsules BP
500mg
13 |[VN-21686-19 |Ampicillin Brawn Laboratories Ltd. Brawn Laboratories Limited
capsules BP
14 |VN-21857-19 |Atasart Getz Pharma (Pvt) Ltd. Getz Pharma (Pvt) Ltd.
15 |VN-21670-19 |Atcobeta-S Atco Laboratories Ltd. Atco Laboratories Ltd.
16 |[VN-21963-19 |Atendex SRS Pharmaceuticals Pvt. Ltd. Makcur Laboratories Ltd.
17 |VN-21656-19 |Atranir Aculife Healthcare Private Limited |Aculife Healthcare Private Limited
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18 [VN-21671-19 |Aurasert 50 Aurobindo Pharma Limited Aurobindo Pharma Limited
19 |VN-21677-19 |Auropodox 100 |Aurobindo Pharma Limited Aurobindo Pharma Ltd.
20 |VN-21672-19 |Aurozapine 30  |Aurobindo Pharma Limited Aurobindo Pharma Limited
21 |VN-21762-19 |Auscef Céng ty TNHH Dugc pham DO HA |ACS DOBFAR S.P.A
22 |VN-21887-19 |Axcel Fusidic Kotra Pharma (M) Sdn. Bhd. Kotra Pharma (M) Sdn. Bhd.
Acid-B Cream
23 [VN-21888-19 [Axcel Kotra Pharma (M) Sdn. Bhd. Kotra Pharma (M) Sdn. Bhd.
Hydrocortisone
Cream
24 |[VN-21889-19 [Axcel Kotra Pharma (M) Sdn. Bhd. Kotra Pharma (M) Sdn. Bhd.
Paracetamol-250
suspention
25 |VN-21953-19 |Azismile Saint Corporation Genuone Sciences Inc.
26 [VN-21777-19 |Bacterocin Oint  |Céng ty TNHH Duoc pham Quang  |Genuone Sciences Inc.
Dién
27 |[VN-21793-19 |Bart Cong ty TNHH Dugc phiam Van Special Products line S.P.A
Cudng Phat
28 [VN-21651-19 |Betaserc 2dmg  |Abbott Laboratories (Singapore) Mylan Laboratories SAS
Private Limited
29 [VN-21797-19 |Biroxime Céng ty TNHH Duge Pham Y-Med |Agio Pharmaceuticals Ltd.
30 |VN-21765-19 |Brady Coéng ty TNHH Dugc phim DO HA |T.Man Pharma Company Limited
31 |VN-21655-19 |Bricka 75mg Actavis International Ltd Balkanpharma - Dupnitsa AD
32 |VN-21933-19 |Caduet Pfizer (Thailand) Ltd. Pfizer Manufacturing Deutschland
GmbH
33 |VN-21934-19 |Caduet Pfizer (Thailand) Ltd. Pfizer Manufacturing Deutschland
GmbH
34 |VN-21899-19 |Carvas 6.25 Medley Pharmaceuticals Ltd. Medley Pharmaceuticals Limited.
tablets
35 |VN-21700-19 |Cefiriaxone Céng ty c6 phan Duge Nam Thién  |Nipro Pharma Corporation Odate
sodium for Phic Plant
intravenous
infusion Ig bag
<NP>
36 [VN-21949-19 |Cenex Cap. Pharmaunity Co., Ltd Nexpharm Korea Co., Ltd.
200mg
37 [VN-21905-19 |Cetrotide (Co s¢ |[Merck Export GmbH Merck Healthcare KGaA

san xuét lo bot:
Fareva Pau,
Fareva Pau 2, 50
chemin de
Mazerolles,
IDRON, 64320,
Phép; Co s& san
xuét 6ng dung
moi va dong goi
thir cip: Abbott
Biologicals B.V.,
Veerweg 12,
8121 AA, Olst,
Ha Lan)
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T K boi: Coe Quin

| Co e BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

:35:45

&7 o™ cyc QUAN LY DUQC Pée lap — Ty do — Hanh phiic
S6: 62  /QDP-QLD Ha Ngi, ngay 08 thang 02 nam 2023

\: \ QUYLT PINH

¢ cong bo Danh muc thude, nguyén ligu lam thudc cé gidy diing ky llru
1 duoc tiép tyuc siv dung theo quy dinh tai khodn 1 Didu 3 Nghi quyét 50
80/2023/QH]5 ngay 09/01/2023 ciia Qudc hi (Dot 1)

,;/

CUC TRUONG CUC QUAN LY DUQC

Can cir Nghi quyet s6 80/2023/QH15 ngay 09/01/2023 ciia Quéc hi vé viée
nep tuc thwee hién mot so chinh sach trong phong, chong dich COVID-19 va sit dung
glay ffang ky luew hanh thuée, nguyén liéu lam thude hét thoi han hiéu luc tir ngay

=01/01/2023 dén ngay 31/12/2024;

Céin cir Nghj dinh sé 95/2022/Nb-CP ngay 15/11/2022 cua Chmh phit quy
dinh chirc nang, nhiém vu, quyen han va co cdu t6 chire ciia B Y té;

Cén cir Quyét dinh sé 7868/QP- BYT ngay 28/12/2018 ciia Bj tr wong Bo Y ]
té quy dinh chirc nang, nhiém vy, quyén han va co cdu 16 chirc ciia Cuc Qudn Iy
Duegc thuée B Y té;
~ Cdn cir Cong van s6 429/BYT-QLD ngdy 01/02/2023 ciia B Y 1é vé viéc
trién khai thue hién Diéu 3 Nghi quyét so 80/2023/QHIS;

Theo dé nghi ciia Trieéng phong Déng ky thuée, Cuc Quan Iy Dor.
QUYET PINH:

Pidu 1. . Cong bd kém theo Quyét dinh nay Danh myc thuoc nguyén li¢u lam
thubc c6 gidy dang ky luu hanh duge tiép tuc su dung tir ngay het hiéu Iyc dén hét
ngdy 31/12/2024 theo quy dinh tai khoan 1 Pidu 3 Nghi quyét sb 80/2023/QH15
ngay 09/01/2023 cta Qubc hoi (Dot 1), cu thé nhu sau:

1. Danh mye thudc, nguyén li¢u lam thudc san xuat trong nude duge cong b
tai Phu luc I kém theo Quy¢ct dinh nay.

2. Danh myc thude, nguyén li¢u lam thuoc san xuat tai nudc ngoai dugce cong
bo tai Phu luc IT kém theo Quyét dinh nay.

3, Danh muc véc xin, sinh phdm dugc cong b tai Phu luc III kém theo Quyét
dinh nay.

Pidu 2. Danh muc thubc, nguyén li¢u lam thude duge cong bd tai Piéu 1 duge
daing tai trén Cong thong tin dién tirciaBo Y té tai dja chi: https://moh.gov.vn/home,
Trang thong tin dién t&r cua Cyc Quan Iy Dugc tai dia chi: https:/dav.gov.vn va dugce
tiép tuc cap nhat, bd sung tai cic dot cong bb tiép theo.

Thong tin chi tiét cuia timg thude, nguyén ligu [am thudc dugc tra ciu theo s diing
ky cong bd trén trang théng tin dién tor cia Cyc Quan ly Dugc tai dia chi
hittps:/dichvucong.dav.gov.vi/congbothuoc/index.
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Piéu 3. Trudng hop thude, nguyén liu lam thude da thyc hién thay déi, bd
sung trong qué trinh lvu hanh hodc c6 dinh chinh, sira dbi thong tin lién quan dén
glay ding ky lwu hanh d& duge cép, doanh nghiép xuit trinh viin ban phé duyét hodc
xé4c nhén cua Cuc Quan Iy Dugc v6i cac co quan, don vi lién quan dé thye hién cac
thu tuc theo quy dinh phép luat.

Pidu 4. Quyét dinh nay co hiéu lyc ké tir ngay ky ban hanh,

Pidu 5. G:am dbc S& Y té cac tinh, thanh pho tryc thude Trung vong, Giam
dbe co s& san‘Xudt va co s¢ dang ky c6 thube, nguyén lidu 1am thube duge cong bd
tai Diéu l chlu trach nhiém thi hanh Quyét dinh nay./.

Noi nh{m

- Nhur Dlel: 5; .

- BT.Dao Hong Lan (dé ble);

- TT, B3 Xuin Tuyén (dé bfc);

- Cuc Quany - B§ Qudc phong, Cue Y té - Bd Cong an;\, \

~=Cuc Y 16 GTVT - B¢ Giao thong vén tai;
- Tong Cuc Hai quan - B§ Tai chinh;

- Bao hiém x3 hdi Viét Nam;

-BO Y té&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra

B, Van phong Bo;

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

- Téng Cdng ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién ¢6 givdng bénh trye thude Bo Y té;

- Trung tm mua s&m t4p trung thude quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;

Website By Y t&; Website Cuc Quan 1§ Durgr;

- Luu: VT, BKT.
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Phuy lue IT

DANH MUC THUOC, NGUYEN LIEU LAM THUOC NUGC NGOAI CO GIAY PANG KY LUU
HANH DUQC TIEP TUC SU DUNG TU NGAY HET HIEU LUC PEN HET NGAY 31/12/2024
THEO QUY DINH TAI KHOAN 1 PIEU 3 NGHI QUYET SO 80/2023/QH15 NGAY 09/01/2023

CUA QUOC HOI (bQT 1)

(Ban hanh kém theo Quyét dinh ségy /QP-QLD ngays /oy/2023ctia Cue Qudn Iy Dugc)

(%) Ghi chii: Cde thuée khae dap g yéu cau tai Nghi quyét 80/2023/QH 15 dang dwoc tiép tuc
cdp nhdt, bo sung tai cdq'dé‘i Quyét dinh riép theo.

S .
Tén thuoe

P A
Co s6 san xuét

A

=
&L
*

STT So diing ky Co sé ding ky
I VN-15725-12_10.9% Sodium B. Braun Medical Industries B. Braun Medical Industries
* |Chloride Intravenous |Sdn. Bhd. Sdn, Bhd.
Infusion B.P.
2 VN-1 6_752-] 3 10.9% Sodium Chi nhanh Céng ty cd phi‘m Euro-Med Laboratoires Phil.,
" Chloride Solution for |duge phiam Trung Uong Inc {‘{3?33\\\
3 LV. Infusion Codupha Ha Noi D
3 VN-15226-12  [10% Glucose B.Braun Medical Industries B.Braun Medical Itldl{%ﬁ v \
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd. svhDUdoH i
B.P. A
4 VN-15227-12  |20% Glucose B.Braun Medical Industries ~ [B.Braun Medical Indlis'lfwg‘
Intravenous Infusion [Sdn. Bhd. Sdn. Bhd. 0D %
B.P. =
5 VN-14667-12  |5% Dextrose in water |Chi nhanh Céng ty c6 phan Euro-Med Laboratoires Phil.,
solution for duge phim Trung Uong Inc
intravenous infusion [Codupha Ha Noi
6 VN-15228-12  |5% Glucosc B.Braun Medical Industries B.Braun Medical Industrics
Intravenous Infusion [Sdn. Bhd. Sdn. Bhd.
B.P.
7 VN-17422-13  |5-Fluorouracil Novartis (Singapore) Pte.Ltd  |Ebewe Pharma
"Ebcwe" Ges.m.b.H.Nfg. KG
8 VN-15842-12 |AB Ausbiobone Céng ty TNHH dwgc pham Probiotec Pharma Pty., Ltd.
Thing Loi
9 VN-20441-17 |Abbsin 200 Cong ty TNHH duge pham DO |[OU Vitale-XD (noi sén Xuét
HA Vitale Pringi)
10 VN-20442-17 |Abbsin 600 Cong ty TNHH duge phim DO |OU Vitale-XD (noi san xudt
HA Vitale Pringi)
11 VN-17095-13  [Abemil 50mg Medochemie Ltd. Medochemie Ltd — Central
, Faclory
12 VN-20696-17  [Aceclonac Cong ty TNHI DP Bach Vi§t  |Rafarm S.A.
13 VN-19820-16 [A-Cnotren Cong ty ¢d phan BT Viét Nam |G.A Pharmaceuticals S.A.
(GAP S.A))
14 VN-18806-15 |Acular Allergan Singapore Pte, Ltd. Allergan Pharmaceuticals
Ireland
15 VN-15194-12  |Acuvail Allergan Singapore Pte. Ltd. Allergan Sales, LLC
16 VN-16608-13  |Acyclovir Cong ty TNHH Seamed Ptk. JSC "Kievmedpreparat"
17 VN-14811-12  |Acyclovir Stada Cong ty TNHH STADA VIET |[Stada Arzneimittel AG
NAM
18 VN-20385-17 [Adalat LA 30mg Bayer (South East Asia) Pte., |Bayer AG

Ltd.

1/75
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STT SO ding ky Tén thudc Co sé diang ky Co' sé' san xuit
484 VN-16308-13  |Drosperin Abbott Laboratories Laboratorios Recalcine S.A
(Singapore) Private Limited
485 VN-15082-12 [Drosperin 20 Abbott Laboratories Laboratorios Recalcine S.A.
(Singapore) Private Limited
486 VN-20665-17 |Drotavep 40mg Celltrion pharm, Inc ExtractumPharma Co. Ltd.
tablets
487 VN-20721-17 |Dubemin injection Cong ty TNHH dugc pham Incepta Pharmaceuticals Ltd
' Vietsun
488 VN-16607-13  |Dung dich tiém Otsuka Pharmaceutical India Otsuka Pharmaceutical India
truyén tinh mach 5D |Private Limited. Private Limited.
489 VN-20722-17 . ‘|Duraject - 60 Céng ty TNHH duge pham Y- [Akums Drugs and
& Med Pharmaceuticals Ltd.
490 VN-19681-16 |Durogesic 50 meg/h  |Janssen Cilag Ltd. Janssen Pharmaceutica N.V.
491 VN-18476:14 |Dynapar AQ Troikaa Pharmaceuticals Ltd. | Troikaa Pharmaceuticals Ltd.
492 VN-16996-13 [Eagle Brand Muscle |CT TNHH DKSH Viét Nam Borden Co., Pte. Ltd
o Rub
493 VN:=19073-15 |Eagle Brand Yellow |Cong ty TNHH Quoc té PT. Eagle Indo Pharma
Balm Amipharm
494 VN-17362-13  |Eckhart Q10 Céng ty TNHH duge pham Eckhart Corporation
Pong D6
495 VN-19095-15 [Ecosip Plaster Cong ty TNHH duge pham Sheng Chun Tang
"Sheng Chun" Thién An Pharmaceutical Industrial Co.
496 VN-19156-15 |Ednyt 10 mg vién nén |Gedeon Richter Ple. Gedeon Richter Ple.
497 VN-18993-15 |Efavirenz Tablets APC Pharmaccuticals & Mylan Laboratories Limited
600mg Chemical Limited
498 VN-18951-15 |Efexor XR Pfizer (Thailand) Ltd. Pfizer Ircland Pharmaceuticals
(Dong goi va xuit xudng:
Pfizer Biotech Corporation; dia
chi: Hsinchu Plant, No. 290-1,
Chung Lun, Chung Lun
Village, Hsinfeng, Hsin Chu,
Taiwan)
499 VN-18975-15 |Efexor XR Pfizer (Thailand) Ltd Pfizer Ireland Pharmaceuticals
(Co s¢ dong gbi, xuat xudng:
Pfizer Biotech Corporation, dia
chi: No.290- 1, Chung Lun,
Chung Lun Village, Hsinfeng,
HsinChu, Taiwan, ROC.)
500 VN-18890-15 |Egilok Egis Pharmaceuticals Private  |Egis Pharmaceuticals Private
Limited Company Limited Company
501 VN-18891-15 |Egilok Egis Pharmaceuticals Private  |Egis Pharmaceuticals Private
Limited Company Limited Company
502 VN-19639-16 |Egolanza Egis Pharmaceuticals Private  [Egis Pharmaceuticals Private
Limited Company Limited Company
503 VN-20253-17 |Elcontrol Céng ty TNHIH duge phim Kleva Pharmaceuticals S.A.
Hodang Dugc
504 VN-16330-13 |Eldoper Micro Labs Limited Micro Labs Limited
505 VN-20789-17 |[Elpertone Korea Prime Pharm. Co., Ltd  [Korea Prime Pharm. Co., Ltd.

21/75
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[ TNHH NS
THUGHGHANDUGCPHAN

VIDD Abbott Laboratorics GMBI tai Ha Noi
Ting 7 tng 8 thap A oa nha Handi Resco,
§6 251 Kim Ma. quin Ba Dinh, Ha Noi

T: 4842437 337 486

He Noi, ngay ... ... thang ... ... nam 20244

THU UY QUYEN

Chiing t5i, cong ty Abbott Laboratories (Singapore) Private Limited. dugce thanh 1ap theo ludt
phap Singapore vai gidy phép thanh ldp s6 1970000797, dia chi viin phong dai dién tai Teing 7,
1oa nha A, Handi Resco, 521 Kim Ma, Ba Dinh, Ha Ngi, 1a chi s& hita gidy phép ding ky luu

hanh cta cdc san phiam duge néu trong danh sdch dinh kém.

Tai ddy ty quyén cho:
CONG TY TNHH THUONG MAI VA DUUC PHAM SANG ("Sang Pharma Co., Ltd.")

Dia chi: 11/9 Ngd Quang Huy, Phudng Thio Pién, TP. Thi Bic, TP. HS6 Chi Minh, Viét Nam
Gidy chimg nhan dang ky kinh doanh s6:0310631333

Thay mat va dai dién ching téi dimg tén trén /ngp ho so dé nghi xde nhin ndi dung thong tin
thudc theo hinh thire hoi thao gidi thigu thude, dong 1& phi, ndp tai liéu chinh stra bd sung ho so
theo yéu ciu (néu ¢é) cling nhwr nhin két qua giai quyét tha tyc hanh chinh déi véi cae hd so néu
trén; va/ hoiic té chire 1161 thao gidi thidu thudc cho can b y té cho céc san phfml dwoc phﬁm
duoc liét ké trong danh séch dinh kém theo quy dinh hign hanh cua phap luét Vigt Nam.

Sang Pharma Co., Ltd. dirge cho phép phén cong nhén vién ctia minh d& thue hién cong viée néu
trén.

Thur iy quyén nay ¢6 hiéu lye ké tir ngay dirge bén cudi ciing ky va sé 6 hiéu lye cho dén ngay
31 thang 12 nam 2024.

Thay mijt cho

Ngay: o /L /2024 Ngay: 36 10072024
Tén: Nguyén Tudn Nghia Tén: Lé Quynh Lién
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Abbott

VIDD Abbott Laboratories GMBH i 113 Noi
Tang 7 ting § thip A 1oa nhd Handi Resco.
$8251 Kim Ma, quin Ba Pinh, 13 Noi

T: +842437 337 486

DANII SACH CAC SAN PHAM BUQC UY QUYEN DI NOP HO SO QUANG CAO
THUOC/ TO CHUC HOI THAO GIOT THIEU THUOC TAI VIET NAM

Tén sian

Tén sin
pham

Hoat chilt

Ham lwgng

Dang bio

1 A - -
So dang ky

STT 2 £
phiim (rén MA ché
No. Product Active ingredient Content Dosage form Registration
name o o 7 T ~ number
Niacinamid
twong duong
vai Niacin 100
mg; Acid
Niacinamid ascorbic 750
twong duong vdi | mg; Thiamin
Niacin; Acid mononitrat
ascorbic; tuong duong
Thiamin Vitamin BI 15
mononitrat twrong | mg; Riboflavin
duong Vitamin 15 mg;
BI; Riboflavin; Calcium
Calcium pantothenat
pantothenat (Dextro) twong
(Dextro) twong | duong vai acid
duong véi acid | pantothenic 20
Surbex Ztab | . ., rantothenic ; mg; Acid folic | Vién nén bao
I 100s Sk Z lAcid folic; 400mcg; phim VN-17803-14
Cyanocobalamin | Cyanocobalam
: dl-alpha in 12 meg; di-
tocopheryl alpha
acelate tuong tocopheryl

duong voi
Vitamin E; KEm
sulfat twong
duong vai kém :
Pyridoxine
hydrochloride

| twong duong vai

Vitamin B6

acetale trong
duong voéi
Vitamin E 30
[U: Kém sulfat
luong duaong
véi k&m 22,5
mg;
Pyridoxine
hydrochloride
twong duong
voi Vitamin
~B620mg

Page2 of 6
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Abbott

VPDD Abbott Laboratories GMBI tai 11a Noi

Ting 7 ting 8 thap A téa nhi Handi Resco,
S6 251 Kim Ma, quin Ba Dinh, Ha Noi
T2 4842437 337 486

5 Klacid  Sus Klacid Com pha hén | 899110399323
© |60mlls || Clarithromyein | 125mg/5ml dich (VN-16101-13)
Brufen
3 | Suspension | Brufen Hon dich
| 60ml s | Ibuprofen | 100mg/Sml ubng VN-21163-18
. Tanatril
4 ngsml Smg Tablets Imidapril
I Smg hydroclorid Smg | Viénnén | VN-22052-19 |
Tanatril :[:aua(ril . .
5 10mg, 100s lablets Imidapril -
L " | 10mg | hydroclorid [0mg Vién nén VIN-22051-19
6 Lipanthyl Lipanthyl
200M 30s 200M Fenofibrate 200mg Vién nang VN-17205-13
7 Fatig  10ml
7 20s Wy I ]
Lipanthyl Lipanthyl
8 | Supra 160 | Supra Vién nén bao
30s 160mg Fenofibrate 160mg | phim_ VN-15514-12
Piroxicam (dudi
Brexin 20mg . dang Piroxicam v
9 Brexin .| 20mg Vién nén VN-18799-15
20s beta-cyclodextrin
L 191,2mg) o
Hidrasec Hiieased s
10 N 10mg fl’m(')c bt
R Anfants | Racecadotril | 10mg ~ fjuong | VN-21164-18 |
Hidrasee Hidrasee '
11 30mg 30s 30mg 'l’tul("lc bot
i ) Children | Racecadotril 3omg uong VN-21165-18
; e | Lipanthyl
12 Il';l;ﬂ;g;) Ll NT Vién nén bao
C T | 145mg Fenofibrate 145mg phim VN-21162-18
Duphalac
I3 | Sachet 15ml | Duphalac Dung dich 870100067323
20s ] | Lactulose 10g/15ml Jubng (VN-20896-18)
Duphaston Bl e
14 | 10mg  Tab P Vién nén bao | 870110067423
120s ___'_1 Dydrogesterone | 10mg phim (VN-21159-18)
5 Serc 8mg Sere Bmp Betahistine
B B O “dihydrochloride | 8mg Vién nén VN-17207-13
16 Betaserce Betasere | Betahistine
16mg 60s I6mg | dihydrochloride | lémg | Viénnén VN-172006-13
Duphalac
17 | Liquid 200ml | Duphalac Dung dich 870100067323
1ls 7 Lactulose | 10g/15ml ubng (VN-20896-18)
(8 Elthon 50mg | Elthon ltoprid Vién nén bao
" |20s | 50mg | hydrochlorid | 50mg | phim | VN-186978-15
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Abbott

VDD Abbott Laboratories GMBH toi Fa N¢i
Thng 7 ting 8 thip A tda nhd Handi Resco,
S6 251 Kim Ma, quin Ba Dinh, Ha N§i

T: 1842437 337 486

19 Betaserc Betasere | Betahistine
7 | 24mg 50s | 2dmg dihydrochloride | 2dmg | Vién nén VN-21651-19
Duspatalin ) . Y,w" e
250 | Retard Duspatali _ cling gidi
200mg 30s n Retard l'vlcbcvcru) pl‘llong kéo
S D - | hydroclorid | 200mg dai B VN-21652-19
X Klacid Forte | Klacid Vién nén bao
T | 500mg 14s Forte | Clarithromycin | 500mg | phim VN-21160-18
5y | Klacid MR | Klacid I\)’l:g'l:é‘f"i‘éﬁ“"
Womg3s | MR Clarithromycin | 500mg dbi | VN-21161-18
FFemoston Femoston Listradiol Img;
23 | Conti  Tab L Estradiol; Dydrogesterone | Vién nén bao
Img/Smg 28s .CO'_]_“ Dydrogesterone | Smg | phim VN-18649-15 |
24 Creon 25000 | Creon Viéng nang
300mg 20s 25000 Pancreatin 300mg clmg “QLSP-0700-13
75 Hidrasec Hidrasee Vién nang
[00mg 20s 100mg Racecadotril 100mg | cling | VN-21653-19
Vién nén
Estradiol: 17p-
Estradiol 1mg;
Femoston FFemoston Vfé? u.én !
26 110 Tab 28s | 1/10 Eail.\c.lmllclydm
gesterone: 1 7f3-
Estradiol Tmg;
17b estradiol; Dydrogesterone | Vién nén bao | 8701 10067523
| dydrogesterone | 10mg | phim | (VN-18648-15)
27 Klacid  Tab | Klacid Vién nén bao
250MG 10s | 250mg | Clarithromycin | 250mg phim VN-21357-18
18 Luvox Luvox Fluvoxamin Vién nén bao
100mg 30s 100mg maleat 100mg phim VN-17804-14
Dienosis
29 | 2mg Dienosis | Dienogest 2mg Vién nén VN3-421-22
| x14TabVN |
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Abbott

Influvac QIV
30 | Ix0.5ml Syr
NH VN

Influvac
Tetra

“A/NVicloria/4897/

2022
(HIND)pdm09-
like

strain
(A/Victoria/4897
12022

, IVR-238)
A/Darwin/9/202
I

(H3N2)-like
strain
(A/Darwin/9/202
I ]

SAN-010)
B/Austria/13594
17/20

21-like strain
(B/Austria/l 3594
17/2

021, BVR-26)
B/Phuket/3073/2
013-li

ke strain
(B/Phuket/3073/
2013,

wild type)

VI'DD Abbott Laboratories GMBH i Ha N§i
Thng 7 — ting 8 thap A tda nhd Handi Resco,
$b 251 Kim M4, quin Ba Dinh, Ha Noi

T: +842437 337 486

mdi ching
15meg
hacmagglutinin

Hén dich
ticm

VX3-1228-21

Influvac QIV
31 | Ix0.5ml Syr
SH VN

Influvac
Tetra

AfVictoria/d897/
2022
(HINDpdm09-
like

strain
(A/Vicloria/d897
/2022

. IVR-238)
A/Darwin/9/202

|

(H3N2)-like
strain
(A/Darwin/9/202
1

SAN-010)
B/Austria/13594
17/20

21-like strain
(B/Austria/13594

mdi ching
I5meg

hacmagglutinin

Hon dich
iém

VX3-1228-21 |
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Abbott

17/2
021, BVR-26)
B/Phuket/3073/2
013-1i

ke strain
(B/Phuket/3073/
2013,

wild type)

VDD Abbott Laboratories GMBI (i Ha Noi
Tang 7 ting 8 thip A tha nha Handi Resco,
$6 251 Kim Ma, quiin Ba Dinh, Ha Noi

T +842437 337 486

L{,"_“l’m 780110019023
32 | Rinofil 15ml 2“'; P /s Desloratadine 2 5mg/5ml Siro (SDK cti: VN-
b 18922-15)
ml | B T
Draspissir 30 Drosperi | Drospirenone g)mfl’"'c';::;‘f’ /I | Vién nén bao foisld i i
33 | Coated Tabs | = OSPEM | 2rOsl | M BIYE) VIEN RN B0 (i cii: VN-
n Ethinyl estradiol | estradiol phim
28s 16308-13)
] ) - 0,03mg -
. 3mg
Drosperin 20 — T By e e =z g
34 | Coated Tabs Drosperi D!U.E:plibll()l\b,' DIOS])I!LIIOJII:,. Vl?n nén bao VN-15082-12
286 n20 Ethinyl estradiol | 20mcg  Ethinyl | phim
A S estradiol .
Desogestrel Desogestrel
Estraceptin | Estracept | 0,15mg; 0,15mg; Vién nén bao | |, 5
. et . W i ; : - 5-13
i 28s in Ethinylestradiol | Ethinylestradiol | phim V-Li0Eb-1a
| 0.02mg 0,02mg oo ]
Progende Progendo E;'OQCS'CTON dal::ﬁ Vién - nang
36 | 200mg & . 1 200mg o e yN-18739-15
i 200mg (micronized mém
Capsules 30s .
B ] Progesteron)
Pr . Cyproterone Cyproteronc
P acetale 2 m acetate 2 mg , | Vién nén bao
37 | Coated Tabs | Prostarin | .. B B bevmeir b | VN-16508-13
s Ethinyl estradiol | Ethinyl phim
o [ 35meg - estradiol 35 meg - - ,
Valicra 2mg | Valiera 5 : Vién nén bao ¢
Zstis . - 5-15
38 Tabs 305 g Estradiol 2nlg phim VN I)22-5 |
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&N

UBND TINH LONG AN CONG HOA XA HOQI CHU NGHIA VIET NAM |
SOY TE Doe lap - Ty do - Hanh phuc
GIAY CHUNG NHAN

pU PIEU KIEN KINH DOANH DUO’C
) . Sé higu: 4406/DKKDD LA
(Cép diéu chinh lan 1: s6 GCNPKKDD: 4406/DKKDD-IA
ngay 22 thang 4 nam 2022
S& Y té tinh Long An chimg nhan:
Tén co sé: CONG TY TNHH THUONG MAI VA DUQC PHAM SANG

Tru s& chinh: 11/9 Ngé Quang Huy, phuong Thao Dién, thanh phd Thi Duc, thanh
phd Hd Chi Minh

Tén dia diém kinh doanh: DIA PIEM KINH DOANH - KHO CHUA HANG -
CONG TY TNHH THUONG MAI VA DUQC PHAM SANG

Dia chi kinh doanh: L6 s6 D1-6, dudng VL4, KCN Vinh Léc 2, x& Long Hiép, huyén
Bén Lic, tinh Long An

Nguoi chiu trach nhiém chuyén mon vé dugc cta co so:

Ho va tén: Nguyén Thi Hai Binh, Trinh d6 chuyén mén: Duoc sI dai hoc

Chimg chi hanh n ohé dugc s6: 4286/CCHN-D-SYT-HCM do: S¢ Y té thanh phé
Hé Chi Minh cdp ngay: 11 thang 4 ndm 2019

D diéu kién kinh doanh duoc loai hinh: Doanh nghiép ban budn thude

Pham vi kinh doanh: Ban buén thudc héa duge, thube duoc lidu, thude cd truyen
véc xin, sinh pham bao quan & diéu kién thuong va didu kién lanh 2°C-8°C (bao gobm
thude dang phbi hop c6 chira duge chét gay ngh1en thuoc dang pho1 horp c6 chira
duogc chat huéng than, thude dang phéi hop cé chira tién chat thude va duge chat
trong danh muc thudc, duge chét thude danh muc chét bj cdm st dung trong mét s
nganh, linh vuec, thube doc).

Glay chirmg nhén c6 higu luc tir ngdy 24 thang 4 nam 2023 dugc cip theo Quyét dinh
s0: 417025 /QD-SYT ngay 24 thang 4 nim 2023 ctia Giam dde So' Y té tinh Long An.

Thay thé cho Gidy chimg nhdn @i diéu kién kinh doanh dugc s6 4406/DKKDD-LA
ngay 22 thang 4 nam 2022, W

Chu‘ng thuc ban sao ding voi Z%/HﬂhLong An, ngay 24 thang 4 nam 2023
86 ching thfp 2...4 f&u'vfélso . SCT/BS
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~_ GIAY CHUNG NHAN
PU PIEU KIEN KINH DOANH DUQC
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| Minh, Viét Nam

80 KE HOACH VA PAU TU CONG HOA XA HOI CHU NGHIA VIET NAM
THANH PHO HO CHI MINH Die lap - - Tw do — Hanh phuc
PHONG DANG KY KINH DOANH _

, GIAY CHUNG NHAN PANG KY DOANH NGHIEP
CONG TY TRACH NI—IIEM HUU HAN HAI THANH VIEN TRO LEN

E: J'

Ma 56 doanh nghlep 0310631333
.Dq;zg ky lan dau. ngay 17 z‘hang 02 n;;zm 2_0]] :
| mng Iop thay dbi ln thik: 21, ngay 29 thang 11 nim 2023

1. Tén cong ty : = : =
Tcn cong ty Vlet bang t1eng Vlet CONG TY TNHH THUONG MA,I VA DUGC PHAM
SANG : = A

“Tén cong ty viét bing t1eng nuéc ngoai: SAN G TR.ADIN G AND

3 -PHARMACEUTICAL COMPANY LIMITED
Tén cong ty viét tat: SAN G PHARMA CO,LTD -

2. Pia chi tru so chmh F) , _ ;
11/9 Ngbé Quang Huy, thmg Thaa ;Bzen T hanh pho Thu ch T hanh pho Ho Chi

' 'B1en thoai: 028 39101913 ce st aNE Fax 028 39106396
" Email: contact@sangpharma com : Web51te Sangpharma com-
3. Vén diéu 18 : 20.000.000.000 dong. ' e -

Bang chit: Hai muyoi ty dong

4. Danh sich thanh vién gopvén
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S6 Gidy to
phap ly ctia
Dia chi lién Phén vén gbép C?V;ihafi '
lac déi véi ca (VND v gid tri g
STT| Tenthanhvien | Qube fich fﬁf’; - d{jﬁig‘]’ thfgg%f‘j??ien T({ /lf nghity a?i Ghi chi
ddivoith  huwde ngodi, néu VO;.AO?H L
ohic ¢6) Hgiliyp, oo
Giay to
phap ly cia
t6 chire
187/16 Cb
Giang,
Phudng C6
| | BANHGIAHAO |VigtNam [Giang, Quin | 5.400.000.000 | 27,000 07953006
1, Thanh pho
Hd Chi Minh,
Viét Nam
1445 Hoang
Vian Thuy,
Phuong 4,
. . Quén Tan 040176000
2 | BUITHIGIANG |VigtNam |3 ah, Thanh 4.400.000.000 | 22,000 [~ 17
phé Hb Chi
Minh, Viét
Nam
T4 3, Khu phé
1, Phudng
Binh Humg, :
1 A as Vgt Nam gﬁ;‘ﬁl}iﬁ 3.600.000.000 | 18,000 060,173;002
Tinh Binh
Thuan, Viét
Nam
68/1A Quang
Trung,
- PabR B 079169037
4 |PHAN HUU HANH Vigt Nam  |Quéin Gd Vip, | 3.200.000.000 | 16,000 15
Thanh phé Hb
Chi Minh, .
Viét Nam
4 Dudng 102,
Khu phé 2,
Phudng Thanh
o ML, 079077011
5 |TRAN NHAT TIEN|Viét Nam |Thanhphé | 2.400.000.000 | 12,000 i
Thi Bie, :
Thanh phd Hé
Chi Minh,
Viét Nam

r,
A
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307 Lanh
Binh Thing,
: 3 Phuong 8, ;
6 | TAHOANG i Nam |Quanii, | 1.000.000.000 | 5,000 |096071008
NGHIA N s P R : 722
Thanh phé Ho6 |
Chi Minh,
Viét Nam
S. Ngwdi dai dién theo phap luft cia cong ty
*  Ho va tén: LE QUYNH LIEN ' Giéi tinh:  NiF
Chuc danh:  Gidm dbc
Sinh ngay:  23/09/1957 Dan téc: Kinh Québc tich: Viét Nam

Loai giﬁy to phap 1y cta ca nhan:  Thé cdn cude céng dén
S6 giay & phap 1y cia cinhdn: 00115 703 6394

Ngay chp:  21/12/2021 Noi cép: Cuc Cénh sdt Quan Iy Hanh chmh vé

- ~ Trdt ty xa hoi.
bia clu thuong trd: 1445 Hoang Viin Thu, Phuong 4, Qucm T an anh Thanh pho Ho
Chi Minh, Viét Nam

Dia chi lién lac: 1445 Hoadng Vin Thu, Phuong 4, Quan Ta an anh Thanh pho Ho Chz
Minh, Viét Nam

' !(TRUGNG PH@NG

MG TEYT B4 840 DONG V0T BAN CHINH

sg d:g,n fs’;’.rhl;'c: ............ 60&'5 O-S-CT /BS

1011} 775) (o PRSI 4
Nl‘rﬁ-\ .

Trin Phudag Nam
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ﬁ

B3I 333,
Vo f 3
To/ CONGTY Nz
(" cxg'( TNHH X
1= {midvam L b
»owey s wnTF
.; -‘11\ -“_‘- i}, { - oL
-\q;’;\\ s l 1{";/" \;-r
ST Pt S

CHUONG TRINH DU KIEN

Thoi gian: 11:30 — 12:15, ngay 11 thang 09 nam 2024
Pia diém: Khach san Boombo

s6 620 Quéc Lo 14, Tan Binh, Péng Xoai, Binh Phudc, Viét Nam
S6 hrgng: 50 dugc si thugc chudi Nha thuéc FPT Long Chau

CHUONG TRINH

11:30—11:35 Khai mac hdi thio
Dai dién Sang Pharma

11:35—11:50 Gi6i thiéu san phim Betaserc 24mg — Cong ty Abbott
DS. Tran Thity Trang
Céng ty TNHH va thirong mai Dirgc phédm Sang

11:50 — 12:05 Gidi thiéu sdn phadm Drosperin — Cong ty Abbott
DS. Tran Thity Trang
Céng ty TNHH va thwong mai Dwrgc phdm Sang

12:05 — 12:15 Thao lufin & B¢ mac
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4 ; cONG T‘( '
'L':«-"' ™HH  \E
. ( vmxmmuowuu :

) A N Qﬂ;

:.""Hr. {69’
' crvert”(n Tran Thiy Trang

Niam sinh: 30/11/1986

TOM TAT LY LICH

Co quan cong tac: VPDD Abbott Viét Nam

Nam t6t nghiép: 2015

Hoc vi: Duge st

Noi dao tao: Pai Hoc Y Dugc TPHCM

Dia chi co quan: 2 Ngd Dirc K& Phudng Bén Nghé Quan 1, TP H6 Chi Minh
Dbién thoai nha riéng: 0911981099

Email: thuytrang.tran@abbott.com

*T6m tit qué trinh dao tao va cong téc:

- Tir 2006 — 2016: Gio vién trudng CP Y Té Binh Phudc

- Tir 2016 —2017: Trinh Dugc Vién cong ty Sanofi Vigt Nam

- Tir 2018 — nay: Chuyén vién san phim cong ty Abbott Viét Nam
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