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MOT THANH VIEN

DUgC PHAM

COMPOSITION: STORAGE: Batch No./SLSX:
Each uncoated vaginal tablet Do not store above 30°C. Protect from light. Mfg.Date/NSX:
(insert) contains: '
Nystatin ... 100 000 1U Keep the medicine out of reach of children. Exp.Date/HSD:

Excipients..........c.ccccocooin q.s.

For Vaginal Use Only
DOSAGE: _ -
As directed by physician. With Applicator

Rx Prescription Drug

NYSKA-V

Nystatin Vaginal Inserts USP
100 000 IU

Nystatin
Vaginal Inserts USP
100 000 IU

NYSKA-V

10 x 10 Vaginal Inserts

TEANH PHANi R . B'bfo QUAN: ?Gi kho mat, nhigt o San xuét tai An D6 boi:
MGi vién nén dat am dao chiva: khéng qua 30°C, tranh anh sang. s‘ S K t
Nystatin ... . an
Ta dugc... TIEU CHUAN CHAT LUQNG: USP HEALTHCARE Ltd.
Plot No. 1802-1805, G.1.D.C., Phase-lll,
CHi DINH, CHONG CHi BINH, LIEU DUNG,  Visa No./SBK: Vapi 396 195, Guijarat state
CACH DUNG VA CAC THONG TIN KHAC: DNNK: Code No.: GUJ/DRUGS/G-986

xem trén to huong dan st dung kém theo.
Boc ky hudng dan trwdc khi stv dung.
Dé xa tam tay tré em.

Rx Thudc ké don

NYSKA-V

Nystatin Vaginal Inserts USP
100 000 IU

Vién nén dat am dao

NI 000 00T
dSQ suesu] [PUIboA
UTNDISAN
NY2ISAN

Hop 10 vi x 10 vién
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Rx Prescription drug

NYSKA-V

Nystatin Vaginal Inserts USP
100 000 U

COMPOSITION:

Each uncoated vaginal

tablet (insert) contains:
Nystatin .......... 100 000 U
Excipients.......cccccevuuvinnnnnns qg.s.

DOSAGE:
As directed by physician.
STORAGE:

Do not store above 30°C.
Protect from light.

| For Vaginal Use Only |

[ With Applicator |

BATCH NO.:

EXP.DATE:

Made in India:

& S Kant

HEALTHCARE Ltd.

Plot No. 1802-1805, G.1.D.C.,
Phase-lll,Vapi 396 195, Gujarat state.

Code No.: GUJ/DRUGS/G-986
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Rx- Thuéc nay chi diing theo don thuoc

HUONG DAN SU DUNG THUOC
NYSKA -V

*  Doc kj huéng dan sir dung truée khi diing. Néu cdn thém thong tin, xin héi y kién bdc st hodc
duoc si.

* Thong bdo cho bdc si nhitng tdc dung khong mong muon gap phdi khi sie dung thudc.

o D¢ thudc xa tam tay tré em.

» Khéng ding thudc qud han in trén bao bi.

1. Tén thudc: NYSKA -V

2. Thanh phan cong thirc thude
Mai vién nén c6 chira:
Hoat chait: NYSTAtN ......oovveeeeeeeeeeeeeeeeeeeoeeeoeoeoeoeoeooeoeoeoeooeoeoeooo 100 000 IU
Ta dwoc: cellulose vi tinh thé, natri starch glycolate, talc tinh khiét, natri crosscarmellose,
magie stearate.

3. Dang bao ché: Vién nén dit am dao
M0 ta: Vién nén khong bao, mau vang nhat, hai mit 161, mot mdt cd in “© ”, mit kia tron.

4. Chi dinh
Nyska-V duge dung dé diéu tri bénh ndm Candida 4m hd, &m dao & ngudi 16m.

5. Cich dung, liéu ding

Liéu ding
Nguoi lon:
M0t hodc hai vién dat am dao mot 1an mdi ngay.
Tré em:
An toan va hiéu qua cua Nyska-V & tré em va thanh thiéu nién chua dugc thiét lap.
Khong c6 dir lidu.

Duodng dung va thoi gian diéu tri

Dung dat 4m dao.

Diéu tri ngdn han: Nén dat hai vién nén sau vao m dao trudce khi di ngu trong ba ngay lién
tiép, ciing véi viéc boi thube ma.

Piéu tri 6 ngay: Mot vién dat &m dao nén duge dua siu vao Am dao trudce khi di ngu trong 6
ngay lién tiép cing véi viée boi thude ma.

Kiém tra y té dé xéc dinh viéc diéu tri da da chua hodc nén dung lai.

Néu chua du, viée diéu tri c6 thé duoc kéo dai dén khi dat dugc dap ng 14m sang hoan toan.

6. Chong chi dinh
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10.

11.

Chéng chi dinh & bénh nhan qua min véi Nystatin hay bét cir thanh phan nao cua thude.
Canh bio va than trong khi ding thude

Néu c6 phan ng qua min, nén ngimg sir dung thudc va c6 bién phép xtr ly thich hop.

Thubc nay khong thich hop dé diéu tri nhifm nim do Trichophyton hoac loai Aspergillus.
Khi diéu tri nhiém ndm phai diéu tri ca vung da va niém mac 4m dao.

Su diéu tri ddy du dé ngan ngira tai phat do ndm khong duoc didu tri tan gbc.

B¢ dam bao két qua diéu tri t5t nhat, cin thuc hién ddy di vé sinh c nhan.

Ngoai ra, d6 16t phai duge thay hang ngay; pht hop nhét I quén 16t dung mét 1an hodc st dung
bang v¢ sinh. Mau vang do thudc gay ra trén dd 16t s& bién mét khi giat.

Nén tranh quan hé tinh duc trong thoi gian diéu tri, vi mim bénh c6 thé truyén sang ban tinh.
Néu diéu tri khong c6 két qua can kiém tra xem c6 phai nhiém thém vi khudn hay khong.

S dung thudc cho phu nir ¢6 thai va cho con b

Thoi kv mang thai

Nystatin hiu nhu khéng duoc hip thu qua da hoic niém mac. Phoi nhiém toan than 1 khong
dang ké. Nystatin khong di qua nhau thai.

Dit liéu vé mot sb it phu nit mang thai khong cho thay bt ky anh huong bat loi nao déi véi
thai ky hodc strc khde thai nhi/tré so sinh. Khong c6 dit ligu dich t& hoc lién quan khéc c6 sin
cho dén nay.

Céc nghién ctru trén dong vét khong cho thiy tac dung gay doc cho phoi thai hodc thai nhi.
Nyska-V ¢6 thé duoc st dung trong thoi ky mang thai.

Nén rira tay k§ trude khi ddt am dao dé tranh nhidm tring ting dan trong qua trinh thai ky.
Thoi ky cho con bu

Hau nhu khong bai tiét trong sira me. Nyska-V c6 thé duge st dung trong thdi ky cho con bu.

Kha ning sinh san

Khong c6 dit liéu vé anh hudng ctia Nystatin 1én kha ning sinh san.

Anh hwéng ciia thudc 1én kha niing 14i xe, vin hanh miy méc

Nyska-V khong anh huéng dén kha nang lai xe va van hanh may méc.

Twong tic, twong ky thube

Khong ¢6 tuong téc duoc biét dén cho dén nay.

Téc dung khong mong muén cia thube

It gap (1/1000 <ADR < 1/1 00): gay kich ung tai chd, cam giac néng rat hoic ngua.

Trong nhimg truong hop nhu vy, thuong 1a do qua min cam, nén nglmg diéu tri va hoi y
kién bac si.

Thong bao ngay cho bac sy hodc duge si khi gap céc tac dung khdong mong mudn nhu trén
khi sir dung thudc hodic béo céo cac phan ung ¢6 hai cta thube vé Trung tdm Thong tin thube

va Theo ddi phan tmg c6 hai ctia thuéc (ADR) Quéc Gia
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12. Qua liéu va cach xi tri

13.

Vi Nystatin hdu nhu khoéng duoc hép thu qua da hodc niém mac am dao, diéu tri béng Nyska-
V du kién s& khéng dan dén ndng do nystatin tuong tmg trong huyét tuong, ngay ca sau khi

dung li€u cao.

Dac tinh dwoc lwe hoe:

Ma ATC: GO1AAO]1.

Nhom duoc Iy: Nhom duge ly diéu tri: Thude khang khudn va sat trung dung trong phu khoa,
Thubc khang khudn va sat trung, khong bao gdm phdi hop véi corticosteroid. Ma ATC: -
GO1AAOL. |
Hoat chit nystatin, giéng nhu tat ca cac loai khang sinh polyene, lién két véi sterol, chit nay la |

thanh phan cuc ky quan trong clia mang té bao ndm. Lién két nay gy ra mot sy thay ddi trong

céc ddc tinh mang té bao va tdng tinh thdm ctia né. Cac chit c6 trong lugng phén tir thip, ching -.
han nhu kali, o ri ra ngoai té bao ngay ca & ndng do nystatin thip. Sau thoi gian tiép xuc lau
hon hogic & ndng dd hoat chét cao hon, c4c thanh phan ciia t& bao chét cling bi ro ri, v6i trong
lugng phan tir cao hon, ¢6 nghia la cac con dudng trao ddi chit khac nhau bi chén.

Nystatin 1a mot loai khang sinh thé hién ca hoat tinh kim ndm va diét ndm, chéng lai céc loai
nim men gdy bénh va khong gy bénh bao gom Candida albicans va céc loai Candida khac,
cling nhu céc loai khong phai Candida, vi du nhu Trichosporon va Geotrichum. Nystatin khéng
¢6 tic dung trén vi khuan, dong vat nguyén sinh hoac virus.

Thubc thé hién tac dung khang ndm con sét lai rd rét (PAFE) sau khi tiép xtic ngin han & ndng
dd duéi mirc tc ché. Nystatin cho phép diéu tri dic hiéu nhidm ndm Candida. Su cai thién céac
triéu ching thuong thy trong vong 24-72 gi¢r sau khi bat dau didu tri.

Su phat trién khang thudc in vivo trong qua trinh diéu tri dudng nhu rat hiém.

14. Dic tinh dwge dong hoc:

Thude ¢6 tac dung tai chd dt. Nystatin khong hép thu qua da hodc niém mac khi dung tai chd,

thai trir chit yéu qua phéan duéi dang chua chuyén héa.

15. Quy cach déng géi: Hop 10 vi x 10 vién nén dat am dao.

16. Diéu kién bao quan, han dung, tiéu chuin chit lwgng ciia thude:

Piéu kién bio quan: Bao quan noi kho mat, & nhiét d6 khong qua 30°C, tranh anh sang.

Han dung: 36 thang ké tir ngay san xuit

Tiéu chuin chit lwgng cia thude: USP

A . > 2 o A A
17. Tén, dia chi co' sé san xuat thudc:

S KANT HEALTHCARE LTD.

Dia chi: Plot No. 1802-1805, G.I.D.C. Phase 111, Vapi 396195, Gujarat state, An bo



