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Clindamycin 100 mg + Clotrimazole 100 mg
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E Composition: each vaginal soft capsule contains: ;;"4
& Clindamycin phosphate 132 mg eqv. to Clindamycin 100mg pe
% Clotrimazole 100 mg 1
>>§ Indications, Posology & Administration, Contraindications: ?;.
5% see the insert,

Carefullly read the insert for full information before use.
Store below 30°C, in a cool and dry place.
Keep out of the reach of children.
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San xuét boi: Procaps S.A.
Calle 80 No 78B — 201 Barranquilla — Atlantico - Colombia

SDK: VN-XXXX-XX. Hoat chat: Clindamycin Phosphat 132mg twong
dwong Clindamycin 100mg/vién; Clotrimazol 100mg/vién. Hop 2 vi x
5 vién nang mém dit phy khoa. NSX, HD, S 16 SX xem “Mfg. Date”,
“Exp. Date”, “Lot” trén bao bl. Bdo quan dwdi 30°C, & noi kho rao va
tho&ng mat. Chi djnh, chbng chi dinh, cach ding, liéu ding, tac dyng
khéng mong mudn va cac du hiéu cin lwu y: xem trong t& huvénge!
dan st dung. Céc théng tin khac dé nghj xem trong t& huéng dan gl
dyng kem theo.

Dé xa tAm tay tré em. Doc ki hwéng din str dung trwée khi d
DNNK: XXXXX.
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Ponysta - Blister

/Ponysta

Vaginal Soft Capsules
Clindamycin 100 mg
Clotrimazole 100 mg

Ponysta

Vaginal Soft Capsules
Clindamycin 100 mg
Clotrimazole 100 mg

Ponysta

Vaginal Soft Capsules
Clindamycin 100 mg
Clotrimazole 100 mg

Ponysta

Vaginal Soft Capsules
Clindamycin 100 mg
Clotrimazole 100 mg

Lot: XXXXX
R

Mfg. Date: dd/mm/y

Ponysta A

Vaginal Soft Capsules
Clindamycin 100 mg
Clotrimazole 100 mg

Ponysta ¥

Vaginal Soft Capsules
Clindamycin 100 mg
Clotrimazole 100 mg

Ponysta

Vaginal Soft Capsules
Clindamycin 100 mg
Clotrimazole 100 mg

Procaps S.A. - Colombia

Ponysta

Vaginal Soft Capsules
Clindamycin 1001554
Clotrimazole 14%/t0gs 1Y
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Doc kj huwéng din sik dung trude khi ditng. Hay tham khdo § kién bdc sy dé cé thong tin chi tiét
hon. Dé thudc ngoadi tdm tay tré em. Thubc chi diing theo don ké ciia bdc sy

PONYSTA
Vién nang mém dit am dao

Thanh phén:
MB&i vién nang mém dit 4m dao c6 chira:
- Hoat chat:

+ Clindamycin phosphat 132 mg tuong duong clindamycin 100mg.

+ Clotrimazol 100 mg.
- Td duoc: vaselin tring, dau khoang (marcol tersol-82), lecithin dau nanh tinh khiét, keo silicon
dioxid (aerosil 200), gelatin dugc dung, glycerin, titan dioxid CI 77891, FD&C CI 16035 # 40 do,
D&C CI 47005 # 10 vang, nuée tinh khiét.

Cac dic tinh dwoc ly:

- Clotrimazol: clotrimazol 12 mét thude khang ndm duoc khuyén cdo dé diéu tri nhiém nim Candida
am hd 4m dao, bdi tai chd hoic dung theo duong dm dao.

- Clindamycin: clindamycin 12 mot khang sinh lincosamid, chi yéu c6 hoat tinh kim khuan ddi véi
ching vi khudn gram duong hiéu khi va nhiéu ching vi khuén ki khi.

Duge lue hoc:

Clotrimazol: clotrimazol la mot dan chat imidazol ¢6 hoat phé khéng ndm rt;mg Clotrimazol khang
ndm nhd e ché qua trinh tong hop ergosterol. Uc ché tong hop ergosterol dan t6i pha huy cau trac
va chirc nang cla mang te bao chat. Clotrimazol c6 phé khang nim rdng in vitro va in vivo, bao
gdm ném soi, nim men, ndm méc..

Co ché tac dung cua clotrimazol Ia kim nam va diét nim tuy theo ndng do thudc tai vi tri nhlem
nim. Hoat tinh in vitro cta clotrimazol gidi han d6i voi cac thé ndm dang ting sinh; bao tir ndm chi
hoi nhay cam vdi clotrimazol.

Ngoai hoat tinh khang nim, clotrimazol cling tac dung trén Trichomonas vaginalis, cac ching vi
khuan gram duong (Streptococcus/Staphylococcus) va vi khuan gram am (Bacteroides/Gardnerella
vaginalis). Clotrimazol khong c6 tic dung trén Lactobacillus.

Clindamycin: cic khang sinh lincosamid nhu clindamyein g{m v6i tiéu don vi 50S cia ribosom vi .
khuén, tuong tu céc macrolid nhu erythromycin va tc ché giai doan som cua qué trinh tong hqp
protein. Tac dung chu yéu cia clindamycin 1a kim khuin, mic du & ndng do cao, thudc c6 thé co
hoat tinh diét khudn tir tir d6i v6i céc chung vi khudn nhay cam.

Phd téc dung: clindamycin c6 tac dung trén:

- Hau hét cac ching vi khuén gram dwong hiéu khi, bao gdm cac chung Streptococcus,
Staphylococcus, Bacillus anthracis va Corynebacterium d:phther:ae

- Cac ching vi khuan gram duong ki khi, bao gdm Eubacterium, Propionibacterium, Peptococcus -
va Peptostreptococcus spp, cac chung Clostridium perfringes va Cl. tetani.

- Clindamycin da dugc ghi nhén 1a ¢6 hoat tinh khang nguyén sinh vat dbi véi Toxoplasma gondii
va Plasmodium spp.

Duwgc dong hoc:
- Clotrimazol: nghién ctru duge dong hoc cuia thude sau khi dit 4m dao cho thiy chq‘gm_mﬁ_
clotrimazol (3-10% liéu sir dung) dugc hap thu. Lugng clotrimazol hap thu bi clmﬁfgldwé q@&@h

gan tao thanh céc chét chuyén héa khong c6 hoat tinh. / cd PHA N ﬁfo\_
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Nghién ciru dugc dong hoc sau khi bdi ngoai da cho thdy clotrimazol thuce té khong duogc hép thu
vio tuin hoan tir viing da nguyén ven hodc bi viém. Clotrimazol bi chuyen hoéa & gan tao thanh cac
chit chuyén héa khéng c6 hoat tinh roi dao thai qua phén va nudc tidu.

- Clindamycin:

Ti 1é thude hép thu tir dang thudc dit 4m dao la gén 30%. Khoang 5% lidu str dung ¢6 thé duogc hép
thu toan than khi dung dang kem béi 4m dao.

Clindamycin dugc phén bd rong vao cac dich va mé trong co thé, ké ca xuong, tuy nhién thudc
khéng dat ndng d6 dang ké trong dich nao tuy. '

Trén 90% lugng clindamycin trong tuan hoan lién két véi protein huyét twong. Thoi gian ban thai
clia thude 13 2 dén 3 gid, mic du c6 thé kéo dai hon & tré so sinh dé non hodc bénh nhén suy than
nang.

Clindamycin bi chuyén héa, dugc cho 14 qua gan, tao thanh dang N-demethyl va sulfoxid cé hoat
tlnh va mot sb chat chuyen héa khong cé hoat tinh. Gén 10% liéu sir dung duoc bai tiét qua nudc
tiéu dudi dang thudc goc hodc cac chét chuyén héa va gin 4% thai trir qua phan phén con lai dao
thai duéi dang cdc chit chuyén héa khong hoat tinh. Qua trinh thai trir thube dién ra cham va kéo

dai vai ngay. /T
Chi dinh diéu tri: Vgi

Ponysta dugc chi dinh dé diéu tri viém am dao hdn hop gdy nén do céc vi khudn nhay cam,
Gardnerella vaginalis, Candida albicans, Mycoplasma sp. va Mobilicus.

Liéu luqng va cach ding:
Pit mdt vién nang mém vao 4m dao mdi budi téi trong 3 ngay hoic theo chi din cia bac s.

Chéng chi dinh:
Bénh nhén c6 tién sir qua min véi clindamycin, lincomyein, clotrimazol hogc chét con.
Viéc sir dung Ponysta trong thai ki hodc luc cho con bu tiy thudc vao quyét dinh cua béc si.

Nhiing cianh bao diac biét va than trong khi sir dung:

Qué man v6i clindamycin, lincomycin hodc clotrimazol.

Viée sir dung thudc trong thai ki hodc ltic cho con bu tiy thudc vao quyét dinh ciia bac si.
Clindamycin thAm qua duoc nhau thai dé di vao tudn hoan cia thai va da dugce ghi nhén la tiét vao
sita me.

Thudc dat ndng d6 cao trong mét, tich Iy & bach cau va dai thuc bao.

Clmdamycm ¢6 hoat tinh chen than kinh co khi sir dung lidu cao va cé thé lam tang tac dung cua
cac thude khéc ciing c6 dic tinh nay, giy nguy hiém cho bénh nhan do nguy co trc ché ho hap

Twong tac voi cac thuoc khac, cac dang twong tic khac:

Clindamycin c6 thé dbi khang tac dung gidng phé giao cam.
Tac dung hiép déng giira clindamycin va ceftazidim hodic metronidazol ciing nhu ciprofloxacin trén
céc ching vi khuan ki khi d3 dugc ghi nhan. Tuy nhién, c¢6 bang chimg vé viéc clindamycin trc ché
tac dung diét khudn ctia cac khang sinh aminoglycosid, mic du céc béo céo trai nguoc cho thdy mirc
do hiép ddng khéc nhau trén cac ching vi khuén ki khi. Do ¢6 vi tri gén két véi ribosom gén nhau,
clindamycin c6 thé irc ché canh tranh tc dung ctia céc khang sinh macrolid hodc cloramphenicol.
Clmdamycm da dugc gh: nhdn la [am giam hoat tinh in vitro cia ampicilin trén Staph. aureus.
bi co bao céo cho thay clindamycin ting cucmg hoat tinh clia primaquin eGP AEMmO;
Jirovecii. Tac dung dbi khang gitra clindamycin va erythromycin dé dugc ghi nf
Nong do tacrolimus trong huyet thanh caa nguoi bénh ghép gan tang Ién
clotrimazol. Do véy nén giam liéu tacrolimus theo nhu cau.




St dung cho phu nir ¢6 thai va cho con bu:

Phu nir c¢o thai: 3 thang dau: trong céc nghién cru 1am sang, str dung clindamycin theo dudong dm
dao vao 3 thang gifra cha thai ki hodc ding thudc theo dudng toan than vao 3 thang giira va 3 thang
cudi khong gdy ra cac tic dung bét lgi.

Phu nit cho con bii: chua c6 bing chimg cho thy clindamycin duoc tiét vao sira khi ding theo
dudong 4m dao. Chua ghi nhan vén dé nao d6i véi clotrimazol.

Néu thubc gay tidu chay trong qua trinh diéu tri, cin ngimg sir dung ngay lap tue.

Anh hwéng dén kha ning I4i xe va vin hanh miy moc:

Khong ap dung. ;
Tac dung khéng mong mudn: ¥4§&

Clindamycin: clindamycin dd dugc ghi nhén la gdy tiéu chay & khoang 20% bénh nhéan sau khi diung
theo dudng toan than. O mot sé bénh nhén, tinh trang viém dai tre‘mg gia mac ning lién quan dén
viéc sir dung khéang sinh c6 thé tién trién trong khi diéu tri hodc t&i vai tuin sau khi nglmg thubc, c6
thé gay tir vong. Tinh trang nay lhlrcmg gap hon & phu nir trung nién va cao tudi, dic biét Ia sau
phiu thudt hodc xdy ra vm tan suat hiém gip khi clung thude tai chd. Phai ngimg sir dung
clindamycin ngay lp tirc néu giip phai tiéu chay hodc viém dai trang rd rét.

Céc tac dung phu khéc trén dudng tiéu hoa bao gdm budn nén, nbn, dau bung hodc co thit va viém
thue quan.

Phat ban va may day la cac phan (mg qua man hay gip nhét, xuét hién & gan 10% bénh nhén,
thuong gép sau 1 dén 2 tuan diéu tri.

Viém cb tir cung, viém 4m dao hoic kich L'mg am hd Am dao d3 dugc ghi nhan khi diing thudc theo
duong am dao. Mot lchmg thude nho dugce hap thu toan than khi dit 4m dao.

Clotrimazol: bénh nhén c6 thé gip cam glac bong hoic kich mg nhe véi tin suat hiém gdp ngay sau
khi dat thudc. R4t hiém bénh nhan khéng thé dung nap cac tinh trang nay va phai nngg diéu trj.

Céc téc dung khong mong mudn khéc: phan émg di timg (ngit, qua mén, kho thd, roi loan tiéu héa),
dau. Da va phan phu: ngira, phat ban.

Céc ché pham clotrimazol dit 4m dao c6 thé pha huy cic dung cu tranh thai bing latex. Do d6, can
ap dung céc bién phap tranh thai bb sung trong qué trinh diing thudc theo dudng 4m dao.

Hay thong bdo cho bdc sy bit kp tic dung khong mong muon nao ggp phdi.

Qua lleu
Do ndng dd hoat chat thap va dugc dung theo dudng 4m dao, thudc it ¢6 kha ning gdy ngd doc. Néu
bénh nhan gip phéan (ing qua min, cin ngirng diing thudc.

Han diing: 24 thang ké tir ngay san Xuét,

Béo quan:
Bao quan dudi 30°C, & noi khé réo va thoang mat.

Pong gébi: hop 2 vi x 5 vién.

Ti€u chuin: nha sin xuét.
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Sin xuit tai Colombia béi:
~ Procaps S.A.
lle 80 No 78B — 201 Barranquilla — Atlantico - Colombia
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