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28 coated tablels

DROSPeRIN’

DRCGPHRENDREY ETHINYL ESTRADIOL

28 coated tablets

%§ DRosPerIN

Prescription only. Compasition: Each beige tablet contains

|
/ | Drospirencne 3.0mg, Ethinyl estradiol: 30mcg, Excipients: q.5. Each Manutactured by |
| ‘ white tablet contains: Excipients q.s. For indications, LABORATORION RECALCINE B.A |
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% DROSPERIN’

DROSPIRENONE /ETHINYL ESTRADIOL Viénnén bao phim
Huéng dan st dung thudce

Poc ki huéng din sit dung tritde khi ding thudc. T6 huéng din sit dung thudc cung cdp nhitng
théng tin quan trong cho viéc tranh thai ciia ban. Khi ¢6 bt k¥ syt thic méc nao, hay héi § ki€n
dudec si hodc bac si. Giit t& hudng din sit dung d€ doc lai khi cin.

THANH PHAN

Mbi vién Drosperin mau be (c6 hoat tinh) chia drospirenone 3 mg va ethinyl estradiol 30 meg; t4
dude bao gdm tinh bdt bip, povidon, lactose monohydrat, croscarmellose natri, talc, magnesi stearat,
hypromellose 2910, macrogol 6000, titan dioxyd, iron oxyd yellow.

M®&i vién bao phim mau tring (khéng c¢6 hoat tinh) chira microcrystallin cellulose, natri starch
glycolat, lactose monohydrat, talc, magnesi stearat, hypromellose 2910, macrogol 6000, titan dioxyd,
iron oxyd yellow.

CAC PAC TINH DUQGC LY:

Dugc Iu'c hoc:

Sir k&t hgp estrogen (Ethinyl estradiol) va drospirenone c6 tdc dong e ch€ gonadotropin. Mic dit ¢
ch& chinh ciia hoat d6ng niy 1a ngin chin sy rung triing, nhitng bién d6i khic ciing x4y ra, gdm
nhitng thay ddi trong dich nhay ¢8 ti cung (lam ting kho khin khi tinh triing vio trong t cung) va
nhitng thay d6i mang trong t& cung (lam gidm kha ning lam t3).

Nhifng nghién cifu tién 1dm sing trén dong vat va in vitro cho thiy drospirenone khong c6 tic dong
clia mot androgenic, estrogenic, glucocorticoid, va khdng glucocorticoid. Nhitng nghién cifu tién 1am
sang trén dong vat cling cho thdy ring drospirenone c6 tdc dong khdng androgenic.

Duge djng hoc:

Sinh kha dung hdp thu cla drospirenone 1a 76%. Sinh khd dung hip thu clia ethinyl estradiol 13 gin
40%, ndng dd t6i da trong huyét tuong cla drospirenone va ethinyl estradiol dat dudc khoang 1-3 gid
sau khi uéng.

Su bai tiét cla drospirenone gan nhu hoan toan sau 10 ngay udng va lugng bai tiét trong phin cao
hdn trong nudc tiéu. Drospirenone dugc chuyén hod gin nhv hoin todn, va chi mot lugng nhd thudc
khong chuyén hod dugc bai ti€t trong nudc ti€u va phan. it nha't 20 chd't chuyén hod dudc thiy trong
nudc ti€u va phﬁn Gin 38-47% chat chuyén ho4 trong nudc ti€u 1a glucoronic va cc lién hgp sulfat.

Trong phén, gan 1? 20% chat chuyen hoé du’dc bai tiét dudi dang glucoromc va sulfat:-Ethinyl

CHI PINH

Trénh thai. %

PHAN LOAI
Thudc ngira thai.

LIEU VA CACH DUNG

Udng 1 vién mdi ngay, cling 1 thdsi diém trong mdi ngay, 28 ngay lién tuc theo thit ty dudc chi trén
hop nhura chira vi thudc. Vién mau be ddu tién (c6 ghi rd s8 th ty trén hdp nhya) phii dude ubng vio
ngdy dau tién hanh kinh (ngay ra kinh) clia chu ky kinh nguyét. Thit ty cdc vién thudc rd't quan trong,
ludn udng nhitng vién mau be (vién thudc ¢6 hoat tinh), khi hét nhitng vién niy, mdi d&€n nhitng vién
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mau tring (vién thudc khéng hoat tinh). Ludn giif sdn
thém mot vi khdc d€ chic chin ban s& khong bi tré vién
dau tién cta chu k¥ k& tiép.

Nguy ¢ c¢6 thai ting trong trudng hdp ban quén udng
mot vai vién thudc mau be (vién c¢é hoat tinh). Trong
trudng hop quén udng, phii theo chi din cla béc s,
dudgc si hodc theo cdc khuyén cdo chung sau day:

Khéng ding qud liéu quy dinh "%

LUU Y VA THAN TRONG

N€&u ban quén 1 vién c6 hoat tinh, uéng ngay khi Mg e

ban nhé, cho di udng 2 vién trong ciing mdt ngdy, va ti€p theo udng nhitng vién thudc k€ tiép
theo lich trinh binh thudng. St dung thém 1 phuong ph4p trdnh thai khdng ndi ti€t hoic tranh thai
¢d hoc (bao cao su, mang chin 4m dao) trong 7 ngdy k€ ti€p, ngoai viéc phdi tiép tuc diing cdc
vién Drosperin nhy lich trinh binh thudng.

Né&u ban quén udng 2 vién ¢6 hoat tinh lién ti€p trong tudn thtt nhi't hoic tuin thit hai, thi uéng 2
vién mdi ngay trong 2 ngay lién tiép ti€p theo, & thdi di€m binh thudng. Sau d6 udng cic vién
ti€p theo nhu lich trinh binh thudng mdi ngdy 1 vién. Trong trudng hgp niy, nguy cd rung tring
gia ting, do d6 ban nén sit dung thém phuong phép tranh thai khdc khong ndi ti€t hoc tranh thai
cd hoc (bao cao su, mang chin 4m dao) trong 7 ngay k& ti€p, ngodi viéc phéi ti€p tuc ding cdc
vién Drosperin cdn lai nhu binh thudng.

N&u ban quén udng 2 vién c6 hoat tinh lién ti€p trong tuin thit ba, hoic néu ban quén uéng trén 3
vién ¢6 hoat tinh lién ti€p trong vdng 3 tudn dau tién: B4 cdc vién con lai cda vi thudc va bit dau
vdi vién ddu tién ctia mot vi thudc mdi ngay trong ngay k& ti€p. Ban nén si dung thém phuong
phép trdnh thai khdng noi ti€t khdc hodc trénh thai cd hoc (bao cao su, mang chin 4m dao) trong
vong 7 ngay sau khi quén udng vién thudc. C6 khd ning ban s& khong cé kinh trong thing do,
nhung n€u khdng c6 kinh trong 2 thdng lién ti€p, hdy khdm bdc si d€ xdc dinh c6 mang thai hay
khong.

Nhifng sai s6t trong khi udng nhitng vién khong hoat tinh (nhitng vién mau tring) cé thé bd qua

thich hdp theo diing lich trinh.

St dung thém mot bién phdp trinh thai nifa trong it nhit 7 ngay ddu cda chu ky

clia chu ky ddu tién diing thudc d€ bio ddm trénh thai t&t hon.
St dung thém 1 bién phdp trdnh thai khdc nifa trong trudng hgp quén diing vai liéu thudc (xem
phdn “Liéu va Cdch ding”), hodc dang diing thém cic thudc khic ¢6 tdc dung 1am gidm hiéu qua
clia thudc ngita thai. Trong trudng hgp c6 non hoic tiéu chdy, nén si dung thém mot bién phép
trdnh thai khdc khong phdi ndi ti€t, ngay khi dang diing thudc hoic mot thdi gian ngin sau khi bit
dau diing.

Bdo cho béc s néu ban c6 thai hodc dang cho con bii. Trong trudng hgp di dudc chin dodn c6
thai hodc nghi ngd c6 thai, ban nén ngung thudc va hdi ¥ ki€n bic si. Thudc nay khong dugc
khuyén cdo sir dung trong thdi k¥ cho con b, bdi vi nhitng ndi ti€t cé trong thudc tranh thai bai
ti€t qua sita me, ¢6 thé giy ra nhitng phin ng phu ddi vdi thai nhi. Bdo cho béc s trong trudng
hgp ban tré kinh, d€ x4c dinh nguyén nhin rd rang, hoic 14 ¢6 thai hoic la do nhitng nguyén nhan
khdc.

Tranh hit thudc khi ding thudc tranh thai ndi ti€t vi thudc 14 1am ting nguy cd clia cdc tdc dung
phu nghiém trong, dic biét néu la & ngudi trén 35 twdi. Tranh ra ning lau, vi & mdt s6 ngudi
thu6c 1am ting nhay cdm v6i d4nh sdng. Viéc diing thubc tranh thai udng khong bio vé ban chéng
lai HIV/AIDS va cdc bénh 14y qua dudng tinh duc khéc.



Thong bdo cho bdc s néu ban da titng c6 phén @ng di ¢ng vdi drospirenone, ethinyl estradiol, véi
nhitng ndi ti€t khdc hoidc v4i bat ky thudc nao, chi't nao khic (thyc phdm, thudc nhudm, chit bio
quan,...). Thong bio cho bac si hay nha si vé viéc dang st dung thudc, trude khi trdi qua bat ky
phiu thuat ndo (k€ cd phiu thuit ring) hoic ba't ci diéu tri cAp cifu nao.

G mdt vai phu nif c6 thé cé triéu chitng nudu ring bi nhay cdm, sung hay chdy méu nhe, hiy bdo
cho nha si. Pdnh ring thudng xuyén c6 thé lam gidm tdc dung nay. N&u udng thudc giy ra budn
ndn hodc khé chiu da day, thi udng thudce trong cic bita in.

Béo cho béc si trong trudng hdp chdy mau 4m dao bit thudng, hoic kéo dii hoic lip lai, d€ loai
trlf cdc nguyén nhin do bénh 1y 4c tinh; trudc khi 1dm cdc xét nghiém; néu ban dung kinh s4t
trong va ban d€ y thiy c6 nhitng thay ddi thi gidc hodc khé chiu & mit; tién s& bénh hoic dang
mic cdc bénh sau diy: tién si gia dinh bi ung thw vii va u lanh tuyé&n vi, bénh 1y dudng mat (dic
biét s6i mat), chitng dong kinh, tram cdm, dau nita dau, cholesterol miu cao, cao huyét 4p, kali
méu cao, cic vin dé vé kinh nguyét, nghién thudc 14 va nhitng trudng hgp bénh 1y néu trong
phan “Chéng chi dinh”. Khdm béc si dinh ki d€ ki€m sodt qu4 trinh diéu tri.

CHONG CHi PINH

Khéng ding trong cdc trudng hgp bénh mach m4u, nhitng vin dé tudn hoin mdu, nhirng thay déi
déng m4u, huyé&t khdi; bénh tim mach; xudt huy&t nio; ung thi vd, ung thu c8 tif cung, ndi mac t¥
cung, tif cung, hoic cdc bénh ung thu khic lién quan dé€n ndi ti€t; bénh gan ning (dic biét u gan lanh
tinh hodc 4c tinh); tién st vang da khi mang thai, hodc trong khi sit dung cdc thudc ngira thai udng
trudc d6 (vang da va mit); bénh thin; bénh tuy&n thugng thin; chiy miu 4m dao bat thudng chua ro
nguyén nhin; c6 thai di dugc chidn dodn hoic nghi ngd, tién st nhay cAm vdi drospirenone, ethinyl
estradiol hay c4c ndi ti€t khdc.

TUONG TAC THUOC %

Tuong tdc dd dugc md td véi cdc thudc 1am ting kali mdu, khdng viém khong steroid (nhur
ibuprofen, naproxen, ketoprofen); cdc thudc 1¢i tiu giir kali (nhu spironolacton, triamteren,
amilorid); cdc chit b8 sung kali; cdc chit thay th€ mudi; &c ch€ men chuyén (nhu captopril,
benazepril, lisinopril, enalapril); cdc thudc d6i khang thu thé angiotensin II (nhu candesartan,
losartan, valsartan, telmisartan); heparin.

Tuong tic ciing ¢6 th€ xdy ra véi cdc thudc khdng sinh (nhu ampicillin, tetracyclin); barb&n&i\

(nhu phenobarbital); phenytoin; carbamazepin; griseofulvin, primidon; rifampin; phe RS 4 *f/
warfarin; hydrocortison; prednisolon; cyclosporin; clofibrat; theophylin; morphin; aiﬁdquhﬂ)mhﬂﬁ \o\\r
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temazepam, atorvastatin; acetaminophen; acid ascorbic; cdy noc sdi (St. John’s Worth):( DAI DibN \*‘1

Théng bdo vdi bdc si cdc thudc ban dang ding.

\: TP M r\ i y
TAC DUNG KHONG MONG MUON

N&u thdy cdc phdn tng phu sau diy cin khdm bic si: dau da day hay dau bung; ho ra méu ﬂ‘a‘ﬂ‘
d4u ning; rdi loan phdi hgp dot ngdt, mat hoic thay d6i thi gidc; dau ngue, ben hay chan (dic
biét & c§ chan); khé thd; mét mdi, té céng hay dau & canh tay hay chan.

Né&u thdy céc triéu chiing sau day trong khi ding thudc nay, hdi ¥ kién bic si. Dic biét trong 3
thdng ddu udng thudc trdnh thai: Thay ddi cdch hanh kinh hay ra mau giita chu ky kinh nguyét,
gidm ra mdu trong chu ky, chdy mdu 4m dao giita cdc chu ky binh thudng, hanh kinh kéo dai,
hoin toan mat kinh trong nhiéu thdng hay thinh thodng m4't kinh vio céc thing khong lién tiép.
Pau nita ddu, ting huy&t 4p, nhiém tring 4m dao; trdim cidm; sung dau hay nhay cam vdi dau khi
dé hay cham vao viing bung trén; dau da day, dau hdng hay dau bung, ving da va mit, dic biét
trén phu nit hiit thudc 14, u tuy&n vi, trén ngudi di ¢é bénh vé vi.

Diing thudc nay c6 thé giy cic tic dung sau diy thudng khong cin khdm bac si, trir khi tridu
ching gdy kho chiu hodc kéo dai trong sudt thdi gian ding thudc: sung, dau va gia ting nhay cdm
v6i dau khi d& hay cham vio ngyc; chéng mit; budn nén, sung mit c4 va ban chin, ¢6 nhitng



d6m mau ndu trén viing da phdi séng, rim 16ng hodc rung 16ng trén cd thé va trén mit; ting hoic
giam ham mudn tinh dyc, ting nhay cdm da v6i 4nh sdng.
Théng bdo cho bdc si nhiing tdc dung khong mong muén gdp phdi khi sit dung thuéc.

QUA LIEU Néu ban nghi ng& qué liéu, phdi d&€n khdm b4c si ngay.

TRINH BAY Hop 1 vi chira 28 vién bao phim, gdm 21 vién c6 hoat tinh mau be, 7 vién khong hoat
tinh mau tring.

BAO QUAN Giit trong bao bi g&c, ndi mét va khd rdo, tranh 4nh sdng.

HAN DUNG
36 thang k& tiY ngay san xuit. Xem han diing ciia thudc trén nhan.
Khong sit dung thuéc sau han sit dung da ghi trén bao bi. '

Tiéu chuéin chit lugng: TCCS.

THUOC BAN THEO PON. THUOC NAY CHI DUNG THEO PON BAC Si. GIU THUOC
NGOAI TAM TAY TRE EM. POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. NEU
CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

San xuit bdi: LABORATORIOS RECALCINE S.A., Carrascal, No. 5670, Santiago, Chile.

Thong tin chi ti€t vé sin phdm xin lién hé nha phan phdi: Cong ty Vimedimex, 246 Cong Quynh,
Quén 1, TP. HCM. Pién thoai: 1800-545-402.

PHO CUC TRUONG }
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