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— 3 ‘ Local treatment of vaginal infections

Manufactured by:
g KOLMAR PHARMA CO., LTD. GMP
93, Biovalley2-ro, Jecheon-si, Chungcheongbuk-do, Korea.
R COI';I}OSITION: Each soft capsule contains :
R( ) ¥ TH Neomycin suffate ............. 50.2my (titer) (35mg, 35,000 |.U as Neomycin )
........... ...... 100,000 .U
L { C “[ \‘\ .Y 1% [ Hl ymyxip B Suffate .. .. .......... 35,000 LU

Stuere at temperature not exceeding 30°C.
: 2 blisters x 6 soft capsules/ Carton box

KEEP OUT OF REACH OF CHILDREN
PLEASE CAREFULLY READ THE INSTRUCTION BEFORE USE
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KOLMAR PHARMA CO., LTD. GMP g5
93, Biovalley2-ro, Jecheon-si, Chungcheongbuk-do, Han Quéc. @ 2
THANH PHAN: DONG GOI: Hop 2 vi x 6 vién
M&i vién nang mém dat 4m dao co chira: Dang bao ché: Vién nang mém dat &m dao
Neomycin Sulfate . . . . . . _50,2mg (hoat tinhy  Nha nhap khau:
(twong duong Neomycin 35mg, 35.000 L.U) ) y
Nystatin ......... ....100.000.U 5616 SX/ Lot No.;
Polymyxin B Sulfate 35.000 |.U NSX/ Mfg. Date :
LIEU DUNG & CACH DUNG/ CHi DINH/ HD/ Exp. Date
CHONG CHi BINHI TAC DUNG PHY/ LUU Y: S6 DK/ Visa No.: e
Vui léng doc t& huréng dén sir dung bén trong. DE XA TAM VO TRE EM -
TIEU CHUAN: Nha san xuét. DOC KY HUGNG DANTRUGC KHI DUNGS, - |
HAN DUNG: 36 thang ké tir ngay sén xuét. CAC THONG TIN KHAC DE NGH| uM\Eﬁ ) \,
BAO QUAN: O nhiét d6 khéng qua 30°C. TRONG TO' HUONG DAN SU' DYNG KE‘Q'H(I \anl i
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TO HUONG DAN SU DUNG CHO CANBO Y TE

Terinale Vaginal soft capsule

1. Tén thube: Terinale Vaginal soft capsule
2. Thanh phin cu tao cia thude: M3i vién nang mém dat 4m dao chira:

Hoat cht:

Neomycin sulfat......... 50,2 mg (twong duong Neomycin 35 mg hodc 35.000 1U)
Nystatin............. 100.000 TU

Polymyxin B sulfat . .. .. 35.000 IU

Ta duoc:

Sap ong vang 50,0 mg, diu dira hydro héa 50,0 mg, dimethicon 1000 609,0 mg, dau dira phan
doan 528.0 mg, gelatin 300,0 mg, glycerin dim dic 127,5 mg, methylparaben 0,63 mg,
propylparaben 0,16 mg, mau tar KFDA (mau vang s6 203) vira du, titan dioxyd vira du.

3. Dang bao ché: Vién nang mém dit 4m dao

4. Cac dac tinh dwgc lwe hoc, dwge dong hoc:

Duge lue hoc:

Liéu phap khang sinh diéu trj nhiém khuén va ndm phu khoa.

Neomycin: 1a khang sinh nhém aminoglycosid ¢6 co ché va phd tac dung tuong tu gentamicin
sulfat. Khi ph6i hop véi bacitracin, thude c¢é tac dung v6i phan 16n cac vi khudn Gram am va
Gram duong gy nén cic nhiém khuan ngoai da.

Nhimg vi khuan nhay cam véi neomycin nhu: Staphylococcus aureus, Escherichia coli,
Heamophilus influenzae, Klebsiella, Enterobacter céc loai, Neisseria céc loai.

Neomycin khong c6 tac dung voi Pseudomonas aeruginosa, Serratia marcescens, Streptococci
bao gdm ca Streptococcus pneumoniae hodc Streptococcus tan mau.

Vi thude duge ding tai chd kha phd bién nén da c6 thong bao khang thude twong dbi rong, trong
d6 dién hinh la cac tu cdu Staphylococcus, mot sb dong Salmonella, Shigella va Escherichia coli.
Su khéng chéo véi kanamicin, framycetin va paromomycin da xay ra.

Neomycin ¢6 tic dung trc ché din truyén thin kinh - co tuong tu nhu céc aminoglycosid khéc
nhung manh hon.

Nystatin: 1a khang sinh chéng ndm dugc chiét xudt tir dich nuéi cdy ndm Streptomyces noursei,
bot mau vang, rat it tan trong nudc. Nystatin ¢ tac dung kim ham hodc diét ndm tiy thudc vao
néng d6 va d6 nhay cam cua nam, khong tac dong dén vi khuan chi binh thuong trén co thé.
Nhay cam nhét la cac nAm men va c6 tac dung rat t6t trén Candida albicans.

Co ché tac dung: Do lién két vai sterol cia mang té bao cac nam nhay cam nén nystatin lam thay
ddi tinh thdm cta mang nidm. Nystatin dung nap tot ngay ca khi diéu tri lau dai va khong gay
khang thude.

Polymyxin: 12 nhém nhimng chét khang sinh ¢6 méi lién quan chat ché do céc ching Bacillus
polymyxa tao nén. Hoat tinh khang khuén cua polymyxin B han ché trén cac vi khuan Gram am,
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gdm Enterobacter, E.coli, Klebsiella, Salmonella, Pasteurella, Bordetella, Shigella va
Pseudomonas aeruginosa.

Pf)lyn?yxin B ¢6 tc dung diét khun. Thube gén vao phospholipid lam thay déi tinh thim va thay
doi cau triic mang bao twong vi khuan, gy rd ri cde thanh phan bén trong.

Khdng thuéc: Vi khuén phat trién mite do khang thuée khdc nhau véi polymyxin B. C6 sy khang
chéo hoan toan gitra cac dan chat cua colistin (polymyxin E) va polymyxin B, nhung khong thay
co tu liéu ve su khang chéo gitra céc polymyxin va cac khang sinh khac.

Ché pham TERINALE Vaginal soft capsule: Phbi hop 3 tac dong trong d6 phd khang khuan chi
yéu la cua Neomycin va Polymyxin B, day la cac khéng sinh c6 cung tac dong trén da sb cac
mém bénh gram dwong va am. Nystatin tic dung rat tét tri nAm Candida albicans.

Duwoc dong hoc:

Neomycin: khong duoc dung dudng tiém hodc toan than vi doc tinh cua thudc. Thude thuong
duoc dung tai chd. Nhung ngay ca khi dung tai chd, thude ciing ¢6 thé duoc hép thu. Neomycin
dugc bai tiét dudi dang khong dbi qua phén. Hap thu thude c6 thé tang 1én khi niém mac bi viém

hodc ton thuong. Khi duoc hfip thu, thudc sé thai trir nhanh qua than dudi dang hoat tinh. Nura
doi clia thude khoang 2 - 3 gid.

Nystatin: hip thu kém qua duong tiéu hoa, khong duge hap thu qua da hay niém mac khi dung
tai chd, thai trir chii yéu qua phan dudi dang chua chuyén hoa.

Polymyxin B sulfat: khong dugc h.'?ip thu déang ké qua niém mac va da nguyén ven hoic bi tréc

16p phi ngoai nhu trong trudng hop bi bong ning.

Polymyxin B phéan bé rong rai trong md co thé, khong thdy phan bd trong dich nfo tay (ké ca khi
mang ndo bi viém) va khong qua nhau thai. Polymyxin B khong gan nhiéu véi protein huyét
tuong.

Nira doi huyét thanh cta thudc trén nguoi 16m co chirc ning than binh thuong 1a 4.3 - 6 gio.
Khoang 60% lugng thude hap thu dugc thai trir dudi dang khong dbi trong nude tiéu qua loc cdu
than. O nguoi 16n, trong khoang thoi gian giira 12 - 24 gid sau liéu ban déu, thay rét it polymyxin
B trong nudc tiéu, co thé do thudc gin véi phospholipid ctia mang té bao than. Thude con tiép
tuc bai tiét trong 24 - 72 gid sau lidu cudi cung. Tré nho bai tiét polymyxin B nhanh hon nguoi
lém; 40 - 60% luong thude he’ip thu duoc bai tiét trong vong 8 gior trong nudc tiéu. Loc mau hay
loc mang bung khong loai trir dang ké polymyxin B.

5. Quy cich déng géi: Hop 2 vi x 6 vién nang mém

6. Chi dinh, liéu dung, cich dung, chong chi dinh:

a. Chi dinh:

Diéu tri tai chd cac nhi®m trang 4m dao do nhiém nim Candida, viém nhiém am dao do cac
chung vi khuan khong chuyén biét, viém am ho, diéu tri hd tro xudt tiét am dao.

b. Liéu dung, cich dung:

Liéu ding: Pat 1 vién mdi ngay vao céac budi tbi lic di ngu, lién tuc trong 6 ngay.
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Trong truong hgp nhiém trung néng hay man tinh: Dt 1 vién vao budi tdi lic di ngu lién tuc
trong _12 ngay hay 2 vién méi ngay, ding vao bubi sdng va budi téi lién tuc trong 6 ngay.
¢. Chong chi dinh

- Phu nir ¢6 thai va dang cho con bu

- Bénh nhan ¢6 tién sir di g v6i bét cit thanh phan nao cuia thube.

7. Thin trong khi dung thudc:

Thube c6 thé gdy ra doc tinh trén toan than (trén thén, trén thinh gidc,...) vi vdy nén dung thudc
trong thoi gian ngan s& 1am giam nhe c4c nguy co nay.

I\{Iéc du hién nay van chua ghi nhén tac dung ngoai y toan than khi dung thuéc, nhung t6t hon hét
can luu y t6i diéu nay nhat la v6i bénh nhan bj suy than.

Tinh trang man cam v6i mot khang sinh khi ding tai chd ¢6 thé anh huong xéu dén viée ding
khéang sinh d6 hoac mot khang sinh twong tu theo duong toan than sau nay.

Thube dung dat am dao, khong duoc uéng.

Khong nén ngung sir dung thudc trong thai ky kinh nguyét. (Van tiép tuc ding thuée néu ¢6 kinh
nguyét trong thoi gian diéu tri).

8. Twong tic thude

Thubc bi mat téc dung khi ¢6 sir dung bao cao su trénh thai hay cac ché phdm lam tir nhya, mu.
9. Tdc dung khéng mong mudn

C6 thé bi cham di tmg do tiép xuc, phan l6n gip trong truong hop ding thude trong thoi gian dai.
Thinh thodng c6 kich tng mang nhay va rat hiém xay ra di tng.

Trong nhitng trudng hop nay nén ngung sir dung thude.

D ¢6 nghién ciru 1am sang vai tong sd 169 bénh nhan str dung it nhit mot vién nang dit 4m dao
(két hop Nystatin, Neomycin va Polymixin B sulfate) trong khi cho két qua ctia miu bénh phim.
Khong c6 bao cdo xay ra tac dung phu nghiém trong. C6 5 tac dung khong mong mudn xay ra
vGi 5 bénh nhéan (3%) la ndi mun giop trén ¢6, viém amidan, chay mau tir cung, nhiém tring
duong tiét niéu va am dao nhiém nidm Candida. Nhiém tring dudng tiét nidu va 4m dao nhiém
nédm c6 thé va c6 kha ning do dung thude, din téi ngung ding thube & 2 bénh nhan (1%). Tuy
nhién, xay ra nhim nim dm dao & 1 bénh nhan c6 kiém tra vi sinh ban dau binh thuong va ding
thudc tir truée. Hon nita dé phat hién nhiém ndm am dao chi lam cac xét nghiém 14m sang ma
khong ding bién phép kiém tra vi sinh dé xac nhan. C6 béo cdo di tiéu dau & bénh nhan nhiém
ndm Candida sau 3 ngay diéu tri.

Thong bdo cho bdc si nhitng tic dung khong mong mubn gap phii khi siv dung th uoc.

10. Qua liéu va cich xir tri

Chua c6 bao céo vé qua lidu thudc.

11. Cic d4u hiéu cin lru y va khuyén cdo

- Sir dung cho ngudi lai xe va van hanh may méc:

Thude khong gay anh huéng 1én kha nang lai xe hay van hanh may moc.
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- Sir dung cho phu nir mang thai va cho con bi:
Chong chi dinh cho phu nir ¢6 thai va cho con b.
12. Piéu kién bio quén, han dung

Diéu kién bao quan: Trong hop kin, tranh anh sang, & nhiét do khong qua 30°C.

Han duing: 36 thang ké tir ngay san xuat

13. Tén, dia chi ciia co' s¢' sin xuit

Kolmar Pharma Co., Ltd.

93, Biovalley2-ro, Jecheon-si, Chungcheongbuk-do, Han Qubc

14. Ngay xem xét sira ddi, cip nhat lai ndi dung hwéng din sir dung thude.
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TO HUONG DAN SU DUNG CHO BENH NHAN
Terinale Vaginal soft capsule

1. Tén thude: Terinale Vaginal soft capsule

2. Khuyén cio:

Doc k¥ huéng dan sir dung trude khi dung

Pé xa tim tay tré em.

Thong bao cho béc st hodc duge si nhitng tic dung khong mong mudn gip phai khi stir dung
thude.

Thudc nay chi ding theo don cua béc si.

3. Thanh phin, ham lwgng cia thude:

M3i vién nang mém dit 4m dao chira:

Hoat chat:

Neomycinsulfat.......... 50.2 mg (twong duong Neomycin 35 mg hodc 35.000 IU)
Nystatin............. 100.000 U

Polymyxin B sulfat ... .. 35.000 IU

Ta duoc:

Sap ong vang 50,0 mg, dau dira hydro hoa 50,0 mg, dimethicon 1000 609,0 mg, dau dira phan
doan 528,0 mg, gelatin 300,0 mg, glycerin dam dac 127.5 mg, methylparaben 0,63 mg,
propylparaben 0,16 mg, mau tar KFDA (mau vang s 203) vira du, titan dioxyd vira du.

4. Mé ta san pham:

Dang bao ché: Vién nang mém dit am dao

M5 ta: Vién nang mém dit am dao mau tring nga, hinh oval chira dugc chit mau vang nhat bén
trong.

5. Quy cach déng géi: Hop 2 vi x 6 vién nang mém

6. Thudc dung cho bénh gi:

Thube duoe chi dinh:

Pidu tri tai chd cac nhiém trang am dao do nhiém nim Candida, viém nhiém dm dao do cac
chung vi khuén khong chuyén biét, viém am ho, didu tri hd tro xudt tiét am dao.

7. Nén ding thude nay nhw thé nao va liéu lugng:

Thuéc nay chi ding theo sw ké don ciia bdc si.

Lidu dung: Pat 1 vién mdi ngay vao cac budi ti lic di ngu, lién tuc trong 6 ngay.

Trong trudng hop nhiém trung nang hay mén tinh: Dat 1 vién vao budi ti lic di ngu lién tuc
trong 12 ngay hay 2 vién mdi ngay, ding vao budi sang va budi tbi lién tuc trong 6 ngay.

8. Khi nao khong nén dung thudc nay:

Thubc chong chi dinh:

- Phu nir ¢6 thai va dang cho con bu

- Bénh nhan c6 tién sir di tmg véi bat ctr thanh phan nao cua thude.
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9. Téc dung khéng mong muén:

C6 thé bi cham di tmg do tiép xtic, phin 16n gap trong truong hgp ding thudc trong thoi gian dai.
Thinh thoang cé kich tmg mang nhay va rat hiém xay ra dj tmg.

Trong nhimg trudng hop nay nén ngung st dung thudc.

Da c6 nghién ctru lam sang véi téng s6 169 bénh nhan s dung it nhat mot vién nang dat am dao
(két hop Nystatin, Neomycin va Polymixin B sulfate) trong khi chd két qua ctia mau bénh pham.
Khong c6 bdo cdo xay ra tic dung phu nghiém trong. C6 5 tac dung khong mong mudn xay ra
v6i 5 bénh nhan (3%) 1a ndi mun gidp trén cb, viém amidan, chay mau tr cung, nhiém tring
duodng tiét nidu va am dao nhiém ndm Candida. Nhiém trang duong tiét niéu va 4m dao nhiém
ndm c6 thé va c6 kha nang do ding thude, dan t6i ngung dung thude & 2 bénh nhén (1%). Tuy
nhién, xay ra nhiém nim 4m dao & 1 bénh nhan c6 kiém tra vi sinh ban dau binh thuong va dung
thude tir trude. Hon nita dé phat hién nhiém nidm am dao chi lam cac xét nghiém 14m sang ma
khong dung bién phap kiém tra vi sinh dé xac nhan. C6 bao cao di tiéu dau & bénh nhan nhiém
nim Candida sau 3 ngay diéu tri.

Théng bdo cho bdc si nhitng tic dung khéng mong muén gap phii khi sir dung thuéc.

10. Nén trinh ding nhirng thudc hoiic thwe phim gi khi dang sir dung thudc nay:

Thubc bi mét tac dung khi co st dung bao cao su tranh thai hay cac ché phiam lam tir nhua, mu.
11. Cén lam gi khi mjt lin quén khéong ding thudc:

Dung ngay liéu bi quén ngay khi nhé ra. Trong trudng hop gan téi gio ding liéu ké tiép, bo qua
lidu d6 va tiép tuc lich trinh dung thubc theo chi dan. Khong dung lidu gip dbi dé bu liéu bi
queén.

12. Cin bio quin thudc nay nhw thé nao:

Béo quan trong hop kin, tranh anh sang, & nhiét do khong qua 30°C. "

13. Nhirng d4u hiéu va triéu chirng khi dang thudc qua liéu:

Chua ¢6 bao céo vé qua liéu thudc.

14. Cén phai lam gi khi dung thudc qui liéu khuyén cio:

Néu Xay ra qua liéu, diéu trj triéu chimg va hé tro kip thoi.

15. Nhirng diéu cin thin trong khi ding thudc nay

Thubc c¢6 thé gay ra doc tinh trén toan than (trén than, trén thinh giac,...) vi vdy nén dung thude
trong thoi gian ngén s& lam giam nhe cc nguy co ndy.

Mic di hién nay vAn chua ghi nhan tac dung ngoai ¥ toan than khi dung thue, nhung t6t hon hét
can luu y t6i diéu nay nhét 1a véi bénh nhén bi suy than.

Tinh trang man cam véi mot khing sinh khi dung tai chd ¢ thé anh hudng xau dén viéc dung
khang sinh d6 hodc mot khang sinh tuong tu theo duong toan than sau nay.

Thudc ding dit 4m dao, khong duogc udng.

Khéng nén ngung sir dung thude trong thoi ky kinh nguyét. (Van tiép tuc dung thube néu cé kinh
nguyét trong thoi gian diéu tri).
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16. Khi nao cin tham vin bic si, dugc si

Néu cin thém thong tin xin hoi ¥ kién béc si hodc duoc si.

Théng bao cho béc si cac tac dung khong mong mudn gip phai khi dung thude.
17. Han ding cia thude

36 thang ké tir ngay san xuat.

18. Tén, dia chi, biéu twong (néu c¢é) ciia co' sé sin xuat

Kolmar Pharma Co., Ltd.

93, Biovalley2-ro, Jecheon-si, Chungcheongbuk-do, Han Quéc

19. Ngay xem xét sira dbi, cap nhit lai ndi dung hwéng din sir dung thudc.

TUQ.CUC TRUGNG
P.TRUONG PHONG

Pham Tk Vi Homdh
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