https://trungtamthuoc.com/

= -~ - -
MAU NHAN XIN DANG KY
1. NHAN HOP
Progesterone 100 mg
i O TR R BRI
bt e - i
See the leaflet Insite AN HA PRARMACEUTICAL JOINT-STOCK COMPANY
Storage: ey in dy phiz, priested frm gk, kempersue e veed 30 415 Ham Trayen Soeet, 4 yen S, o Dinh Gy, Ko i P
Standard: Manfacnmers
By - Presgription medicine \
=
=
Progesterone 100 mg Z
g
Box of 3 blisters x 10 vaginal tablets j
BEXA HiM FAY TRE BN
KEYGESTAN 100 o —
Progesterone 100 mg m.sm'mmmm_mmm_mm
VPP S
i, chig <l B, i cimg, i ding v e thingtn i i R TG
uchumchit g TS
/ R, - Thudc ké don
I =z v Ww &
ez R KEYGE S I N L
% Progesterone 100 mg
\ Hop 3 vix 10vién nén datam dao
2. NHAN Vi
- s [o ke et | R
@’J ?W‘!ﬁm:; N'\““ :E:‘mm et m“\mﬂ N
ﬁm“ﬂm 1Y - m\“
pin 087 GESt st
o & % fpnen -
330 o 100 (e8¢ v e
““ # pod i
Y ‘ i
‘GE . “ﬁ\mq‘\ém“a‘“ GES‘ e
&mu\m o AP G Ao Flay
0 Jam m@um onad
e m ) & hi“a\sﬁt\!“a NGES‘
n mqﬁ‘ﬂm‘ ey et 1908
““ - “a‘“t\‘a \““ = 0
wﬁ“m“‘ﬁm c Gt agetim
ay S e
\*-\\““ AT progest o
N\ . g
WO gesn
EN““ o
Proget " m “‘!«m\\m

GIAM BOC KHOINGHIEN CUU PHAT TRIEN

S8 16 sx, han diing: dép ndi trén vi


admin
Rectangle

admin
Rectangle

admin
Rectangle


https://trungtamthuoc.com/

Rx — Thube ké don
HUONG DAN SU DUNG THUOC

Doc ky hucmg dan sur dung trude Kl (dun
O

Tlmnh phan dwge chit: Progesteron ..................o... 100 mg
Thanh phan td dwoc: Lactose, Amidon, Avicel, PVP K30, Natri laurylsulfat, DST,
Magnesi stearat, Aerosil.

2. DANG BAO CHE:
Vién nén dit 4m dao. Vién nén dinh hinh, mau tring, mot mit co vach ngang, mot mat

tron. Thanh va canh vién lanh 1an.
3. CHi PINH:
KEYGESTAN 100 dugce ding hd trg giai doan hoang thé trong k¥ thuét hd trog sinh san
(ART) & phu nit vo sinh.
4. CACH DUNG, LIEU DUNG:
Liéu ding: Mbi lan 100mg, ngay 3 14n, bit dAu luc 14y nodn va nén dugc tiép tuc trong
vong 30 ngay khi di co thai.
Tré em
Str dung Progesteron khong phu hop & tré em.
Nguwoi cao tudi
Khéng c6 dit ligu 1am sang ¢ bénh nhén trén 65 tudi.
Cac dbi twong dic biét
Khong c6 kinh nghiém sir dung Keygestan 100 & bénh nhén suy giam chirc ndng gan hoac
than.
Cach dung:
- Rita sach tay truée khi dat
- Ngam vién thubc vao nudc soi dé ngudi khoang 2 -3 gidy
- Dit vién thubc vao sau trong 4m dao.
- Sau khi dit thubc nén nghi ngoi va nim tai chd it nhit 15 phut.
5. CHONG CHI PINH:
Progesteron khong nén duge sir dung ¢ nhitng nguoi ¢6 bét ky tinh trang nao sau day:
- Quéa mén cam véi hoat chét hodic v4i bat ky ta duge ndo cia thudc.
- Chay méu am dao bt thuong khong rd nguyén nhén.
- Thai chét luu, chira ngoai tir cung. .
- Bénh hoic rdi loan chirc nang gan ndng
- Pa biét hodc ngh1 ngd ung thu vii hodc cac co quan sinh duc.
- Thuyén tac huyet khéi dong mach hodc tinh mach dang tién trién hodc viém tinh mach
huyét khéi ning, hodc co tién str mic cac bénh nay.
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- Bénh rbi loan chuyén héa porphyrin

Nén ngimg str dung Progesteron néu nghi ngd (‘jé bét ky ]
Nhéi mau co tim, rdi loan mach méu ndo, huyéet khoi dofig
thc huyét khdi tinh mach hodc tic mach phéi), viém tinh'
vong mac.

Thén trong khi sit dung & bénh nhan 6i loan chirc ning gan nhe
Bénh nhan co tidn st trAm cam can duoc theo doi chat ché. Can nhic ngimg st dung néu
triéu ching xAu di.

Vi progesteron ¢ thé gy gitt nudc & mot mirc dd nao d6 nén cac tinh trang co thé bi anh
hudng boi yéu tb ndy (vi du nhu dong kinh, dau ntra dAu, hen phé quan, 161 loan chire ndng
tim hodc thén) can duoc theo doi cAn than.

Pa quan sat thdy su gidm nhay cam insulin va do d6 giam dung nap glucose da dugc quan
sat thay & mot s6 it bénh nhén ding thubc két hop estrogen-progestogen. Chua rd co ché
ctia hién tugng nay. Do dé, bénh nhan tiéu duong nén dugc theo ddi cin than trong khi
didu tri bing progesteron.

St dung hormon sinh duc ngoai sinh cling ¢6 thé 1am tang nguy co tdn thurong mach mau
vong mac. Dé ngin ngtra nhitng bién chimg sau nay, cin théan trong khi ding thube cho
nguoi trén 35 tubi, & ngudi hat thubc va nhitng nguoi cd yéu t6 nguy co méc bénh xo vira
dong mach. Nén nglmg st dung trong truong hop thiéu mau cuc bd thoang qua, xuét hién
nhitc ddu dir doi dot ngdt hodc suy giam thi luc li€n quan dén phu gai thi hodc xudt huyét
vOng mac.

Viéc ngimg ding progesterone dot ngdt co thé lam ting su lo ling, 1 ril va ting kha ndng
bi co giat.

Trude khi bit dau diéu tri bing Progesteron, bénh nhan va ban tinh nén dugc bac st danh
gia nguyén nhén gy vo sinh.

Tac dung dwge ly dang luu y cia ta dwoe:

- Natri lauryl sulfate ¢o thé gay phan tmg tai ch trén niém mac (nhu cam gidc kim chich
hay nong rat) hay lam téng nguy co gap phai céc phén tng trén ni€m mac do cac thude
khac gay ra khi sir dung trén cung vi tri.

7. SO’ DUNG CHO PHU NU CO THAI VA CHO CON BU:

- Phu nit ¢6 thai:

Vién nén dat am dao Keygestan 100 chi duoc chi dinh trong ba thang déu cia thai ki nhu
mot phéan clia k§ thudt ho trg sinh sén (ART). ’ .

Dit liéu v& nguy co di tit bam sinh (bao gom cac bat thudmg vé bod phén sinh duc & tré so

r
o

sinh nam hodc nit, sau khi tiép xic véi thude trong tur cung khi mang thai) van con han ché
va chua du thuyét phuc.

- Phuy ni¥ cho con bu:

Progesteron da phét hién dugc trong stra me. Vi vay khong nén str dung Progesteron trong
thoi ky cho con bu.

s ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC:
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hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC:
Tuong tdc ciia thude: ._
Céc thubc kich thich hé thong cytochrome-P450- }: B0

carbamazepine hodc cdc san phdm thao dugc c6 chira St. John's wort (Hyper icum

perforatum)) coO thé lam ting ty 1& thai trir va do d6 lam giam sinh kha dung cua
progesteron.

Nguoc lai, ketoconazol va cac chit trc ché cytochrome P450-3A4 khac ¢o thé 1am giam toe
do thai trir va do d6 1am tang sinh kha dung ctia progesteron.

Anh huéng cua cac san phéim khac khi sir dung ddng thoi 1én ndng d0 progesteron Khi sir
dung ddng thoi dit 4m dao chua dugc danh gi4. Tuy nhién, progesteron khong dugc khuyén
khich str dung vdi cac san phdm ding dudng 4m dao khac (chang han nhu céc san phim
chéng ném) vi co thé 1am thay doi su giai phéng va hép thu progesteron tir vién dat &m
dao.

Twong ky cia thubc:

Do khong ¢6 cac nghién ciou vé tinh tuong ky ciia thude, khong tron 1an thube nay véi cac
thude khac.

10.TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dung khdong mong mubn thudng gdp khi sir dung progesteron & bénh nhan lam IVEF
trong cac thir nghiém lam sang la dau dAu 1,5%: rdi loan co thit tit cung 1,4%; r6i loan am
ho am dao 1,5%.

Dudi day 12 bang céc téc dung khdng mong mudn gap phai khi str dung progesteron:

He théng co quan Thwong gap it gap Khong ro***
(>1/100 va <1/10) (>1/1000 va <1/100) | (khong thé wée tinh
tir dir liéu c6 sin)

Hé than kinh Dau déu Choéng mit, mat ngl MEét moi
HEé tiéu hoa Py bung, dau bung, | Ti€u chay Non
budn non Téo bon
Da va céc rdi loan M day, phat ban Phan Gng qua man
md dudi da
Vi va co quan sinh | Co that tir cung R&i loan am dao*, nim
duc am dao, 1bi loan vi**,
ngira bo phén sinh duc
R6i loan chung Phil ngoai vi

* Cac r6i loan 4m ho 4m dao nhu kho chiu & &m ho, cam giac nong rat 4m dao, tiét dich
am dao, kho 4m ho va xuét huyet am dao di duoc bao cdo sau khi sir dung progesteron,
v0i thn suét bao céo tich liiy 1a 1,5%.

% C4c rbi loan & v, chang han nhu dau v, sung vl va dau vi d3 duoce bao cao trong thir
nghiém 14m sang dudi dang cdc trudong hop don 18, véi thn suét bao cdo tich Ly 12 0,4%.
#xkC4c truong hgp bao cdo hau mai.
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Ghi chii: “Théng bdo ngay cho bdc sy hodic dwgc sy nhiing Jr
D

: Wf?g@i{t\" gdp phdi
khi sit dung thuoc”. s o4

11. QUA LIEU VA CACH XU TRIi: e
Liéu cao progesteron co thé gdy budn ngu.
Diéu tri qua lidu bao gdbm nging st dung progesteron va ch 1 'S0
chirng thich hop.

12. PAC TiNH DUQC LUC HOC |
Nhém duoe 1y: Hormon sinh duc va chét didu hoa hé sinh duc; Progestogen; Dén xuét
Pregnen-(4)

M4 ATC: GO3DAO4.

Progesteron 12 mot steroid tu nhién duoc tiét ra boi budng tring, nhau thai va tuyén thuong
thén. Khi ¢ du estrogen, progesteron s& Jam ndi mac tr cung tang sinh va chuyén sang
dang che tiét. Progesteron 1a can thict dé tang kha ning tiép nhan cua ndi mac tir cung doi
vai viée cdy phoi. Sz}u khi phoi duge cly, progesteron ¢6 tic dung duy tri thai ky.

13. PAC TINH DUQC PONG HOC

Hép thu

Nong do progesteron trong huyét thanh ting 1én sau khi dung vién dat am dao Progesteron
& 12 phu nit khée manh chua mén kinh. Vao ngay diéu tri déu tién, Cmax trung binh la
19,8 + 2,9 ng/mL véi Tmax 1a 17,3 + 3,0 gio sau khi ding Progesteron ba 1An mdi ngay,
cach nhau 8 gio.

Khi ding nhidu lidu, ndng dd & trang thai 4n dinh dat duge trong vong khoang 1 ngay sau
khi bt dau diéu tri bang Progesteron. Nong do day 1a 10,9 + 2,7 ng/mL dugc quan sat thay
vGi AUCo04 12 436 + 43 ng*gid/mL vao Ngay thi 5.

Phdn b6

Progesteron lién két khoang 96% dén 99% voi protein huyét thanh, cht yéu véi albumin
huyét thanh va globulin ghn corticosteroid.

Chuyén héa

tri triéu

Progesteron dugc chuyén hoa chi yéu & gan thanh pregnanediol va pregnanolon.
Pregnanediol va pregnanolon duge lién hop & gan thanh cac chét chuyén hoa glucuronide
va sulfate. Cac chét chuyén hoa progesterone duge bai tiét qua mat co thé bi khir lién hop
va c6 thé duge chuyén hoa thém & rudt thong qua qua trinh khtr, khir hydroxyl hoa va
epime hoa.

Thai trir

Progesteron dugc dao thai qua thin va mat.

Sau khi tiém progesteron dugc dédnh dAu, 50-60% su bai tiét cac chat chuyén héa dugce thai
qua than; khoéng 10% thai qua mat va phan. Tong lugng thu hdi ciia progesteron dugc
danh déu chiém 70% lidu diing. Chi mot phin nhé progesteron khong chuyén hoa dugce bai
tiét qua mat.

14. QUY CACH PONG GOI: Hop 03 vi x 10 vién.

15. PIEU KIEN BAO QUAN: Noi kho, tranh 4nh sang, nhiét d§ khong qua 30°C.

16. HAN DUNG: 24 théng k& tir ngay san xudt.

17. TIRU CHUAN CHAT LUQNG: TCCS

18. TEN, PIA CHI CO SO SAN XUAT:
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Co s& san xuat:
CONG TY CO PHAN DUQC PHAM NAM HA

Sé 415 dudmg Han Thuyén, phuong Vi Xuyén, Thanh pho Nam Dinh,
Tinh Nam Dinh
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