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Rx Prescription medicine
Box of 2 Blisters x 6 Soft capsules

a l0 vrgtnat soft capsure

Local treatment of vaginal infections

Manufaclured by:

KOLMAR PHARMACO., LTD.
93, Biovalley2-m, Jecheon-si, Chungcheongbuk-do, Koma. GMP
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Each soft capsule contains
sulfate . . . . 50.2m9 (titer) (35m9,35,000 LU as Neomycrn )

.....100,000t.u
BSutfate. .. ..35,000|.U

AND ADMINISTRATION/ INDICATION/ CONTRAINDICATION/ SIDE.EFFECT/ CAUTION:
the packing-insert inside.

TION: ln-house.
36 months from the manufacture date.

: Store at temperature not exceeding 30"C.

2 blisters x 6 sofr capsules/ Carton box

KEEP OUT OF REACH OF CHILOREN
PLEASE CAREFULLY READ THE INSTRUCTION BEFORE USE
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d{t im dqo

Di6u tr! nhi6m trtng tai ch6

SAn xudt bdi:

KOLMAR PHARMA CO., LTD.
93, Biovalley2-m, Jecheon-si, Chungcheongbuk-do, Hen Qu6c. GMP

txAttx pxAtt:
M5i vi6n nang mAm dat am dao c6 chua:
Neomycin Sulfate........ 50,2m9 (hoattinh)
(tuong duong Neomycin 35m9, 35.000 l.U)
Nystatin. ....100.0001.U
Polvmvxin BSulfate .... 35.000LU
r-rEfu oUxc & cAcH DUNG, cHi otNH/
cxOr.rc cxl ogrxl rAc,ottxc exy luu Y:
Vui long dQc to hudng d6n si dqng ben trong.
ttEu cxuAt: Nhi sin xuAt.
talt oUttc: 36 thang k0 tu ngay san xuAt.
eAo ouAtt: d nhiet tt9 kh6ng qua 30"c.

o6xc cOt: Hqp 2 vi x 6 vicn
D?ng beo ch6: Vien nang mdm dat am dao
Nha nhap khau:

s6 t6 s)u Lot ruo.:
NS)v Mfg. Date :

HD/ Exp. Date :

s6 DK/ visa No.:

'v

l

TIN
KHI

https://trungtamthuoc.com/



4'lt
iA
':la

.t\
c\

V

€e

https://trungtamthuoc.com/



To HrIoNc nAN stl npNG cHo cAx Be y rE
Terinale Vaginal soft capsule

l. T6n thu5c: Terinale Vaginal soft capsule

2. Thirnh phAn c6u t?o cria thu6c: M6i vi6n nang mAm dAt am dao chria:
Hoat chdt:

Neomycin sulfat 50,2 mg (tuong duong Neomycin 35 mg hoac 35.000 u)
Nystatin 100.000 ru
Polymyxin B sulfat 35.000 ru
Td duoc:

Stip ong vdng 50,0 mg, dAu dtra hydro h6a 50,0 mg, dimethicon 1000 609,0 mg, dAu dua ph6n

doan 528,0 mg, gelatin 300,0 mg, glycerin d4m d4c 127,5 mg, methylparaben 0,63 mg,
propylparaben 0,16 mg, mdu tar KFDA (mdu vdng sO ZO:1 vira dt, titan dioxyd vtra dri.
3. Dgng biro ch6: Vi6n nang m6m ddt dm dao

4. Cic il{c tinh dugc lgc hgc, duqc tlQng hgc:

Duqc lgc hgc:

Ligu ph6p khang sinh ili6u tr!nhi6m khuAn vd n6m phu khoa.

Neom)tcin: ld kh6ng sinh nh6m aminoglycosid c6 ccy ch6 vd ph6 tiic dung tucrng tu gentamicin

sulfat. Khi ph6i hqp v6i bacitracin, thu6c co titc dung v6i phAn lcrn c6c vi khudn Gram 6m vir

Gram duong g6y n6n c6c nhiSm khuAn ngodi da.

Nhirng vi khuAn nhay cim v6i neomycin nhu: Staphylococcus aureus, Escherichia coli,

Heamophilus influenzae, Klebsiella, Enterobacter cdc loai, Neisseria cdc loai.
Neomycin kh6ng c6 t6c dung vdi Pseudomonas aeruginosa, Serratia marcescens, Streptococci

bao g6m ci Streptococcus pneumoniae hoic Streptococcus tan m6u.

Vi thu6c dugc dung t4i ch6 kh6 ph6 bi0n n6n dd c6 th6ng b6o kh6ng thu6c tucmg d6i r6ng, trong

d6 dir5n hinh ld c6c tp cdu Staphylococcus, mQt sO ddng Salmonella, Shigella vd Escherichia coli.

SU kh6ng ch6o vdi kanamicin, framycetin vd paromomycin dd xdy ra.

Neomycin c6 t6c dung ric ch6 d6n truydn thAn kinh - co tuong tu nhu c6c aminoglycosid kh6c

nhmg manh hon.

N)tstatin:li kh6ng sinh ch6ng nAm duoc chii5t xudt tir dich nu6i c6y ndm Steptomyces noursei,

bQt miu vdng, r6t it tan trong nu6c. Nystatin co titc dgng kim hdm hodc diQt n6m tuy thu6c viro

n6ng dQ vd dQ nhay c6m cira nAm, kh6ng t6c dQng dtin vi khuAn chi binh thudng tr6n co th6.

Nhay cim nh6t ld c6c n6m men vir c6 t6c dgng r6t t6t tr0n Candida albicans.

Co ch6 t6c dqng: Do li6n k6t vOi sterol cta ming t6 bao c6c n6m nhay cdm n6n nystatin ldm thay

AOi tintr thAm cira mang n6m. Nystatin dung nAp t6t ngay cA khi di6u tri 16u ddi vd kh6ng gAy

kh6ng thu6c.

Pobtmyxin: ld nh6m nhtng ch6t khang sinh c6 m6i li6n quan chdt chE do c6c chung Bacillus

polymyxatao n6n. Ho4t tinh kh6ng khuAn cua polymyxin B h4n chti tr6n c6c vi khuAn Gram 6m,
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g6m Enterobacter, E.coli,
P s e udomo nas aerugi nos a.

Polymyxin B c6 tdc dqng diQt

Klebsiella, salmonella, pasteureila, Bordeteila, shigelra vd

khuan. Thu6c gin vdo phospholipid ldm thay d6i tinh th6m vd thay
AOi c6u trric mdng bdo tuong vi khuAn, gAy ro ri citc thdnh phAn b0n trong
Khdng thu6c: Vi khuAn phrit tri6n mric il6 kh6ng thu6c khiic nhau v6i polymyxin B. C6 su kh6ng
ch6o hoin todn giira c6c d6n ch6t cua colistin (polymyxin E) vd polymyxin B, ,h.mg kh6ng th6y
c6 tu li6u v6 sU khang chdo gifra ciic polymyxin vd c6c kh6ng sinh kh6c

PhOi hqp 3 t6c dQng trong d6 ph6 kh6ng khuAn chri
yeu ld cria Neomycin vd Polymyxin B, dAy ld c6c khdng sinh c6 ctng t6c d6ng trdn da s6 c6c
mAm bQnh gram ducrng vd Am. Nystatin t6c dung rAt t6t tri ndm Candida qlbicans
Dugc dQng hgc:

Neomycin: kh6ng duoc dung duong ti6m hodc todn thAn vi d6c tinh cria thu6c. Thu6c thudng
duoc dirng tai ch6. Nhtmg ngay cd khi dung tai ch5, thu6c cfrng c6 thO dugc h6p thu. Neomycin
dugc bAi ti6t dudi d4ng kh6ng d6i qua ph6n. HAp thu thu6c c6 th6 tdng lOn khi ni6m mac bi vi€m
ho4c t6n thucmg. Khi ducvc hAp thu, thu6c se thai trir nhanh qua thdn du6i d4ng hoat tinh. Nua
doi cira thu6c khodng 2 - 3 giir.

N)tstatin: h6p thu k6m qua ducrng ti6u h6a, kh6ng duqc h6p thu qua da hay ni6m mac khi dung
tai ch5, thAi trtr cht y6u qua phdn du6i dang chua chuy6n h6a.

Pol:tmyxin B sulfat: kh6ng duqc h6rp thu d6ng kE qua ni6m mac vd da nguy6n ven hof,c bi tr6c

lcrp phu ngoii nhu trong trucmg hqp bi bong n{ng.

Polymyxin B phAn b6 rQng rdi trong m6 co th6, kh6ng thAy phdn b6 trong dich n6o tiry (kC ci khi

mdng n6o b! vi6m) vd kh6ng qua nhau thai. Polymyxin B kh6ng gan nhi6u v6i protein huytit

tuong.

Nria doi huytit thanh cua thu6c tr6n nguoi lcrn c6 chric ndng th{n binh thucrng ld 4,3 - 6 gio.

Khoing 60% luqng thu6c hAp thu <luqc th6i tru dudi d4ng kh6ng d6i trong nu6c ti6u qua loc ciu
thAn. O nguoi lon, trong kho6ng thoi gian gitra 12 - 24 giit sau lidu ban dAu, thily rdtit polymyxin

B trong nu6c ti6u, c6 th6 do thu6c gdn vdi phospholipid cua mirng t6 bao than. Thu6c cdn ti6p

tgc bdi ti6t trong 24 - 12 gicr sau li6u cu6i cung. Tre nho bdi ti6t polymyxin B nhanh hon nguoi

lcyn; 40 - 60% luqng thudc h6p thu dugc bdi ti6t trong vong 8 gi<r trong nu6c ti6u. Loc m6u hay

loc mirng bung kh6ng lo4i trir d6ng ki5 polymyxin B.

5. Quy crich d6ng g6i: HQp 2 vi x 6 vi6n nang md-
6. Chi d!nh, lidu dtng, crich dtng, ch6ng chi tlinh:

a. Chi dinh:

DiAu tri tai ch5 cdc nhi6m trirng 6m d4o do nhi6m ndm Candida, vidm nhiSm dm dao do cdc

chring vi khuAn kh6ng chuy6n biQt, vi6m Am h6, di6u trih6 trq *u6t ti.it Am d4o.

b. Li6u dung. c6ch dtng:

Li6u dtng: D4t 1 vi€n m5i ngiy vio c6c bu6i t6i hic di ngir, li6n tuc trong 6 ngdy.
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Trong truong hqp nhiSm trung ndng hay mdn tinh: E4t I vi6n vdo bu6i toi tric di ngri li€n tuc
trong 12 ngdy hay 2 vi€n m5i ngdy, dirng vdo bu6i srlng vd bu6i t6i licn tuc trong 6 ngdy.
c. Ch6ng chi dinh

- Phg nt c6 thai vd dang cho con bri
- B6nh nhan c6 ticn sri di tng v6i b6t cri thdnh phAn ndo cta thu6c.
7. Th$n trgng khi dtng thu6c:
Thu6c c6 th6 gdy ra d6c tinh tr6n todn thAn (tr6n thdn, tr6n thinh gi6c,...) vi v6y n6n dung thu6c
trong thoi gian ngin sE ldm giAm nhg c6c nguy co ni,.y.

Mdc du hi6n nay v6n chua ghi nhf,n tiic dung ngoai y todn thdn khi dtng thu6c, nhtmg t6t hcrn h6t
cAn luu f t6i di6u ndy nh6t ld v6i bQnh nhAn bi suy thdn.

Tinh trang m6n cim v6i m6t kh6ng sinh khi dung tai ch6 c6 thC anh huong xfu d6n vi6c dung
khring sinh d6 ho4c mQt kh6ng sinh tucrng tu theo duong todn than sau ndy.

Thu6c dung dat dm dao, kh6ng duoc u6ng.

Kh6ng ndn ngtmg sfr dung thu6c trong thoi kj,kinh nguyQt. (VAn ti6p tpc ding thudc n6u c6 kinh
nguyQt trong thoi gian di6u tri).

8. Tuong trlc thu6c

Thu6c bi m6t t6c dung khi c6 str dung bao cao su trdnh thai hay c6c ch6 phAm ldm ttr nhua, mt.
9. Tfc dgng kh6ng mong mu5n

C6 th€ bichdm di ung do ti6p xfc, phAn l6n g4p trong trucrng hqp dung thu6c trong thoi gian ddi.

Thinh tho6ng c6 kich img mdng nhdy vd rdt hi6m xdy ra df ring.

Trong nhirng trucrng hqp ndy n6n ngung su dung thu6c.

Dd c6 nghidn cuu l6m sdng v6i t6ng s6 169 bQnh nhdn su dpng it nh6t mgt vi6n nang tl{t 6m d4o

G6t hqp Nystatin, Neomycin vd Polymixin B sulfate) trong khi cho k6t qu6 cria m5u bQnh phAm.

Khdng co b6o c6o xiy ra tic dgng php nghiCm trong. C6 5 t6c dung kh6ng mong mu6n xity ru

v6i 5 benh nhAn (3%) ld n6i mgn gi6p trdn c6, vi6m amidan, chdy m6u tu cung, nhiSm trtng

duong tii5t nieu vd Am d4o nhi6m ndm Candida. Nhi6m trtng ducrng titit niQu vd 6m d4o nhi6m

n6m c6 th6 vd c6 khi ndng do dung thu6c, d5n t6i ngung dung thu6c d 2 benh nh6n (1%). Tuy

nhi6n, xtty ranhi6m n6m 6m d4o cr 1 bQnh nhdn c6 ki6m tra vi sinh ban dAu binh thuong vd dtng

thudc tt tru6c. Hcrn nfra d0 ph6t hiQn nhi6m nAm dm d4o chi ldm c6c x6t nghiQm l6m sdng md

kh6ng dung biQn ph6p ki6m tra vi sinh dti x6c nh4n. C6 b6o c6o di ti6u dau o bQnh nhAn nhi6m

ndm Candida sau 3 ngdy di6u tri.

Thilng bdo cho bdc si nhibng tdc dyng kh6ng mong mu6, Sqp phrti khi sir dlrng thudc.

10. Qurl li6u vir cich xfr tri
Chua c6 b6o c6o v6 qu6 HAu thu6c.

ll. Cdc diu hiQu cAn luu f vi khuyiin c6o

- Sir dgng cho ngucri l6i xe vir v$n hirnh miy m6c:

Thu6c kh6ng g6y 6nh hucrng l6n khd n[ng I6i xe hay v4n hdnh m6y m6c.
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- Sfr dgng cho phg nlr mang thai vi cho con bri:

Ch6ng chi dinh cho phu nir c6 thai vir cho con bri.

12. Didu kiQn bio quin, h4n dtng
DiAu ki€n b6o qu6n: Trong hdp kin, tr6nh 6nh siing, d nhi6t d0 kh6ng qu6 3OoC

Han dtng: 36 th6ng kd tu ngdy sdn xu6t

13. T6n, tlia chi cta ccr s& sf,n xudt

Kolmar Pharma Co., Ltd.

93, Biovall ey2-ro,Jecheon-si, Chungcheongbuk-do, Hin Qu6c

14. Ngny xem x6t sfra tl6i, cfp nhft l4i nQi dung hu6ng din sfr dgng thu6c.
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To HrIoNc nAlv stl nqxc cHo BENH xHAN
Terinale Vaginal soft capsule

1. T6n thu5c: Terinale Vaginal soft capsule

2. Khuy5n c{o:

Dqc k! hucrng d6n str dung tru6c khi dung

D6 xa tAm tay tr6 em.

Th6ng b6o cho b6c si hodc du<rc si nhirng tiic dung kh6ng mong mu6n gap phdi khi st dpng

thu6c.

Thu6c ndy chi dtng theo don cria b6c si.

3. Thirnh phAn, him lugng cria thu6c:

M6i vi6n nang m6m d{t am dao chria:

Hoat chdt;

Neomycin sulfat 50,2 mg (tuong ducrng Neomycin 35 mg hoac 35.000 U)
Nystatin ..100.000ru
Polymyxin B sulfat 35.000 ru
Td duoc:

S6p ong vhng 50,0 mg, dAu dua hydro h6a 50,0 mg, dimethicon 1000 609,0 mg, dAu dria phAn

doan 528,0 mg, gelatin 300,0 mg, glycerin dfm d4c 127,5 mg, methylparaben 0,63 mg,

propylparaben 0,16 mg, mdu tar KFDA (mdu vdng s6 ZO:; vtra dir, titan dioxyd vira dir.

4. Md ti sin phim:
D4ng bio chti: Vi6n nang mdm dat am dao

M6 tA: Vi6n nang m6m <Iat 6m dao mdu tring ngd, hinh oval chria dugc chAt miu vdng nhat b6n

trong.

5. Quy cich d6ng gdi: HQp 2 vi x 6 vi6n nang mdm

6. Thuiic dring cho bQnh gi:

Thu6c dugc chi dinh:

Di6u tri tai ch5 cic nhi6m trung 6m d4o do nhi6m nim Candida, vr€m nhi6m 6m d4o do c6c

chtrng vi khuAn kh6ng chuy6n biQt, vi6m Am h6, diAu trih6 trq xuAt titit Am dao.

7. NGn ding thuiic niy nhu th6 nio vir fitiu luqng:

Thudc ndy chi ding theo sq kA don cfia btic si.

Li6u dtng: D4t 1 vi6n m6i ngdy viro c6c bu6i t6i lirc di ngu, li6n tuc trong 6 ngdy.

Trong truong hqp nhi6m trtng ning hay m6n tinh: D[t 1 vi6n vdo bu6i tOi ttrc di ngri li6n tpc

trong l2 ngdy hay 2 vi6n m5i ngiry, dung vdo budi s6ng vd budi t6i lien tuc trong 6 ngdy.

8. Khi niro kh6ng n6n dtng thu6c niry:

Thu6c chdng chi dinh:

- PhU nt c6 thai vi dang cho con bri

- BQnh nh6n c6 tidn su di ring v6i b6t cri thdnh phin ndo cua thu6c.
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9. Tic dBng kh6ng mong mu5n:

C6 th6 bf chdm d! ring do ti6p xric, phAn lon gip trong trucrng hqp dung thu6c trong thcri gian ddi.

Thinh thoing c6 kich img mdng nhdy vi r6t hitim xity radiring.
Trong nhirng trudng hqp ndy n6n ngtmg sir dung thudc.

Dd c6 nghidn criu lAm sdng v6i t6ng sO 169 benh nhdn su dung it nhAt m6t vi6n nang d4t dm d4o

(kCt hqp Nystatin, Neomycin vir Polymixin B sulfate) trong khi cho k6t qui cira m5u bQnh phAm.

Kh6ng c6 b6o c6o xdy ra tirc dpng php nghiCm trgng. C6 5 t6c dgng kh6ng mong mu5n xiy ra
v6i 5 bQnh nh6n (3%) ld n6i mpn giQp tr6n c6, vi6m amidan, ch6y m6u tir cung, nhi6m trtng
duong titit niQu vd 6m dao nhi6m ndm Candida. Nhi6m trung ducrng titit niQu vir Am d4o nhiSm

n6m c6 th6 vd co khi ndng do dung thu6c, d6n toi ngung dung thu6c o 2 bQnh nhAn (l%). Tuy
" r .i

nhi6n, xiy ra nhi6m n6m 6m dao o I bEnh nhin c6 ki6m tra vi sinh ban ddu binh thuong vd dirng

thu6c tri tru6c. Hon nira d6 ph6t hi6n nhi6m nAm Am dao chi ldm c6c x6t nghiQm ldm sirng mdr

kh6ng dtng biQn ph6p ki6m tra vi sinh d6 x6c nh{n. C6 b6o c6o di ti6u dau d bQnh nhAn nhi6m

ndm Candida sau 3 ngdy di6u tri.

Thing bdo cho bdc si nhirng tdc dqtng kh6ng mong mu6n gqp phdi khi sfir ct4ng thuilc.

10. NOn trdnh dtng nhfrng thuiic ho{c thgc phim gi khi dang sfr dtrng thudc niy:
Thu6c bi m6t t6c dpng khi c6 su dung bao cao su tr6nh thai hay c6c ch6 phAm ldm tir nhya, mir.

11. Cin lirm gi khi mQt lin qu6n khdng dtng thu6c:

Dtrng ngay li0u bf qu6n ngay khi nh6 ra. Trong trucrng hqp gAn t6i gio dung liAu k6 tit5p, bo qua

li6u d6 vd ti6p tpc lich trinh ding thu6c theo chi d6n. Kh6ng dung li6u g6p d6i dC bn liCu bi

qu6n.

12. CAn bio quin thu6c niry nhu th6 niro:

Bdo quin trong hQp kin, tr6nh iinh s6ng, o nhiQt dQ kh6ng qu6 30oC.

13. Nhirng ddu hiQu vi triQu chrfrng khi dtng thuiic qu{ Hdu:

Chua c6 b6o cito vC qu6 liAu thu6c.

14. C6n phii lirm gi khi dtng thu6c qui lii:u khuy6n crlo:

N6u xdy ra qu6 lidu, <li6u tri triQu chirng vd h6 tro. kip thd'i.

15. Nhftng itiiiu cffn th$n trgng khi ding thu6c niy
Thu6c c6 th6 gdy ra dQc tinh tr6n toirn thdn (tr6n thAn, tr6n thinh gi6c,...) vi v6y n6n dtng thu6c

.!
trong thoi gian ngln sE ldm gi6m nhg c6c nguy co niy.

Mic dtr hiQn nay vdn chua ghi nhan t6c dung ngoai ;f todn thdn khi dung thu5c, nhtmg t6t hcrn htit

cAn luu f t6i di6u ndy nh6t ld v6i bQnh nh6n bi suy th4n.

Tinh tr4ng m6n cim v6i mQt kh6ng sinh khi dtng t4i ch6 co the anh huong x6u drin viQc dung

kh6ng sinh d6 ho{c mQt kh6ng sinh tucrng tu theo duong toirn thdn sau ndy.

Thu6c dtng tl4t dm dao, kh6ng dugc u6ng.

Kh6ng n6n ngtmg sri dung thu6c trong thdi kj,kinh nguy6t. ff6n ti6p tuc dirng thu6c n6u c6 kinh

nguyOt trong thdi gian di6u trf).
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16. Khi niro cin tham vdn bic si, duqc si

Ntiu c6n th€m th6ng tin xin hoi ;f ki6n b6c si hodc duoc si.

Th6ng b6o cho b6c si citc tirc dung kh6ng mong mu6n gflp phdi khi dung thu6c.

17. H4n dtng cta thudc

36 th6ng kO tir ngdy sin xu6t.

18. TGn, dia chi, bi6u tuqng (n6u c6) cfia co s& sin xudt

Kolmar Pharma Co., Ltd.

93, Biovall ey2-ro,Jecheon-si, Chungcheongbuk-do, Hdn Qu6c

19. Ngiy xem x6t sfra tl6i, cfp nhft l4i nQi dung huring dAn sfr dgng thuiic.

TUQ.cu, c rnt0Nc
P.TRTONG PHONG

g/,*r, trl,t ya* l(anfl
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