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Composition: Each tablet contains:
ROTUNAINE ssssmmwnssmsmessn s 30mg
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ROTUNDIN 30mg

Keep out of reach of children.

Indications - Contraindications - Dosage - Carefully read the accompanying

Administration and other information: . .
instructions before use.

See the package insert inside.

Storage: Store in a dry place, below 30°C
Specifications: Vietnamese Pharmacopoeia IV
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RxThuSc ban theo don

ROTUNDIN zomg%

Hop10wx10v1enén\ : y

San xut tai:
CONG TY CP DUGC PHAM HA TAY
T8 dén phé s6 4 - La Khé - Ha Dong - TP. Ha Noi

ROTUNDIN 30mg
Hop 10 vi x 10 vién nén

Thanh phan: Méi vién nén chia: DéE xa tam tay tré em.
ROtUNIN.ccviiiiieeeeae 30mg  Doc ky hudng dan sit dung trudc khi
TaAUGC VA, 1vién  dung

Chi dinh - Chéng chi dinh - Cach dung-

Liéu dung va cac thong tin khac: Xemts  SDK (Reg.No)

hudng dén sir dung thuéc kém theo. S8 16 SX (Lot.No)

Bao quan: Noi kho, nhiét d6 dusi 30°C NSX (Mfg.Date)

Tiéu chuan ap dung: DDVN IV HD (Exp.Date)
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RxPrescrIptlon‘drug' e % .

ROTUNDIN 30

Box of 10 blisters x 10 tablets \ ‘
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HUONG DAN SU DUNG THUOC CHO CAN BO

1. Tén thuoc: ROTUNDIN 30mg ;“f’( o0 PHAN
2. Thanh phan: Moi vién nén chira: \x UUQC PHAM
Rotundin 30mg A ?&\H.ﬁa TAY

(Td dieoc gom: Tinh bot san, lactose, gelatin, amidon, tartrazin, magnesi st%’%;w. .
3. Dang bao ché: Vién nén.

4. Pac tinh dugce lwe hoc, duwge dong hoc

- Duoe lue hoc:

Rotundin 1a mot duoc chit duoc chiét xuat tur cay Stephania Rotunda Menispermaceae, day la
mot thdo dugc moc ¢ cac vung nui cao cua Trung A va Chau Au nhu Nga, Trung Qudc,
Rumani va Viét Nam. Da tr 1au rotundin duoc st dung lam thudc an than va gidm dau duéi
dang thude bot, thude vién, thude tiém va dugc ghi trong dugce dién mot s6 nude.

Nhiéu cong trinh nghién ciru di xdc dinh hoat luc va do dung nap cta rotundin trong lam sang
¢ s0 sanh véi cac thude an than gy ngl va giam dau c6 ngudn gbc hoa duoc, két qua cho
thiy rotundin ¢ tac dung an than gy ngu véi liéu thip ma d6 dung nap thude lai rat cao, trong
qua trinh sir dung khong ¢6 truong hop nao bi tai bién va quen thude.

Ngoai tac dung an than giam dau, rotundin con cé tac dung diéu hoa nhip tim, ha huyét ap,
gian co tron do do6 lam giam cac con dau do co thit & duong rudt va tu cung.

- Duwge dong hoc:

Hap thu va phédn bé: Chua c6 bao cdo.

Chuyén héa va thai triv: Chuyén hoa rotundin lién quan dén demethyl héa & nhidu Vi tri, voi
nhiéu chét chuyén héa duoc phat hién & nude tiéu va phan. Dic biét, nhidu chét chuyén hoa ¢6
tac dong lén receptor dopamin va céc dich khac duge cho la cta rotundin, do do, c6 dong gop
vao tac dung diéu tri cua rotundin.

5. Quy cach dong goi . ,
Hop 10 vi x 10 vién. Kém theo to hudng dan st dung thude.
6. Chi dinh, liéu ding, cach dung va chéng chi dinh

- Chi dinh: .’ .
Rotundin dugc dung trong cac truong hop lo au, cing thang do cac nguyén nhikhac nhau
dan dén mat ngu, hodc gidc ngt dén cham, dung thay thé cho Diazepam khi bénh nhan bi quen
thudc.
Rotundin duge dung giam dau trong céc trudng hop dau do co thit 0 duong ti€u hod, tr cung,
dau day than kinh, dau déu cao huyét 4p va dau co - xuong - khop, sot cao gy co giét.

- Liéu lwong va cach dung: ’

Ciach ding: Thude ding duong udng.

Licéu lwgng. ‘ L .

Pé an than gdy ngu. Liéu trung binh cho nguoi lon: ngay 2 - 3 lan, moi lan 1 vién. Li€u trung
binh cho tré em tir 1 tudi trd 1én 2mg/kg thé trong chia lam 2 -3 lan trong ngay

Dé giam dau: Lidu dung gép doi so véi liéu an than gdy ngu.

- C/zélzg chi dinh: , \ ,

Man cam véi Tetrahydropalmatin hodc bat cir thanh phan nao cua thude.

7. Than trong ) ) o
Khong diung thuée khi dang dung cac loai thude ngu khéc, hoic dang dung thudc e ché than
kinh trung uong. |

Thube ¢6 chira tartrazin: c6 thé giy phan timg di ing.




Thude ¢6 chira lactose: bénh nhan mac céc roi loan di truyén hiém gip vé
chimg thiéu hut lactase Lapp hoic réi loan hap thu glucose-galactose kh
nay.

- Thoi ky mang thai: Khong dung duoc.

- Thoi ky cho con bu: Khong dung dugc.

- Lai xe va vin hanh may méc: Khong dung thude.

8. Twong tic thube

Chua c6 bao cao.

9. Tac dung khong mong muén ciia thude

Thudc ¢6 thé gay mot sd tac dung phu nhu: dau dau, kich thich, vat va.
10. Qua liéu va cach xir tri

Chua ¢6 bao cao.

11. Ciac diu hiéu cn luu ¥y va khuyén cao: Khi thay vién thude bi 4m méc, nhan thudc in s6
16 SX, HD mo...hay c6 céc biéu hién nghi ngd khac phai dem thudc t6i hoi lai noi ban hoéc noi
san xuat theo dia chi tr ong don.

12. Piéu kién bao quan va han dung

- Bdo quan: Noi kho, nhiét d6 dudi 30°C.

- Han diing: 36 thang ké tir ngay san xuat. Khéng dwoc dung thube da qua han dung.

actose,

13. Tén va dia chi nha san Xuat
Tén nha sian xuit: CONG TY C.P DUQC PHAM HA TAY /
Dia chi: T6 dan j ohé sb 4 - La Kheé - Ha Dong - TP. Ha Noi M/
Dié¢n thoai: 024.33522203, 024.33824685 Fax: 024.33522203, 02 829054

Hotline: 02433 52 25 25 ) ,
14. Ngay xem xét swra doi, cap nhat lai n6i dung hwéng dan sir dung thudc
Ngay thang nam




HUONG DAN SU DUNG THUOC CHO NGUO
1. Tén thuéc: ROTUNDIN 30mg
2, Khuyen cdo
“Thude ban theo don”

“Doc k¥ huong dan s dung truge khi dung”

“Dé xa tim tay tré¢ em”

“Thoéng bao ngay cho béac sy hodc duge sy nhiing tac dung khong mong muén gip phai khi st

dung thudc”
3. Thanh phin, ham lwgng: Moi vién nén chua:
Rotundin 30mg

(Td dugc gom: Tinh bét sin, lactose, gelatin, amidon, tartrazin, magnesi stearat)
4. M6 ta san pham
Vién nén mau vang, hinh tru, bé mat vién nhan, thanh va canh vién lanh lin.
5. Quy cach d()ng g0i
Hop 10 vix 10 vién. Kem theo t& huéng dan sir dung thude.
6. Thubc dung cho bénh gi?
Rolundm duogc dung trong céc truong hop lo au, cang thang do céc nguyén nhan khac nhau dan
dén mat ngu, hodc gidc ngu dén cham, dung thay thé cho szepam khi bénh nhan bi quen thudc.
Rotundin dugce dung giam dau trong cac truong hop dau do co that ¢ duong tiéu hoa, tir cung, dau
day than kinh, dau diu cao huyét ap va dau co - xuong - khép, sét cao gdy co giat.
7. Nén dung thudc nay nhw thé nao va licu lwgng?
Cach dung: Thube dung duong uéng.
Liéu lugng:
Dé an than gay ngu: Lleu trung binh cho nguot lon: ngay 2 - 3 lan, mdi lan\i\ 1. Liéu trung .
binh cho tré em tir 1 tudi tro 1én 2mg/kg thé trong chia lam 2 -3 lan tr ong ngay
Dé gicim dau: Lidu dung gap doi so v6i licu an than gay ngu.
8. Khi niao khong nén dung thubc nay?
Min cam voi Fctlallydlopalmatm hodc bat ctr thanh phan nao cta thude.
9. Tac dung khong mong muon .
Nhur tit ca cac thude khéc, thude co thé gdy ra cac tac dung khong mong mudn, tuy nhién, khongj
phai ai cling gép phai. -
Thubde co thé gy mot s tac dung phu nhu: dau dau, kich thich, vat va.
Néu ¢6 bt cir tac dung khong mong mudn nao cua thude rg nén nghiém trong, hodc tac dung
khong mong mudn khéng duoge liét ké trén day, hdy noi voi bac sy hoac duoce si cua ban.
10.Nén tranh dung nhirng thudc hoac thye pham gi khi dang sw dung thude nay?
Viée dung két hop thude nay vol mot 50 thube khac c6 thé lam thay ddi tac dung ctia thude hoic
gia tang cac tac dung khong mong mudn.
Hay viét mot danh sach nhimg thude ban dang dung (bao gom thube dugc ké don, khong ké don
va thue pham chuc nang) va cho bac st hodc dugce si clia ban xem. Khong duoc tu y dung thudc,
ngung hodc thay déi liéu luong ctia thube ma khong ¢6 sur cho phép cua bac si.
11.Cén lam gi khi mdt lan quén khong dung thuoc?
B6 sung liéu ngay khi nh¢ ra. Tuy nhién, néu thoi gian gian cach A lidu llep theo qua ngan thi
bo qua lidu da quén va tiép tuc lich dung thude. Khong ding licu gip déi dé bu cho lidu da bi bo
1G.
12. Cin bao quan thude nay nhu thé nao?
Gitr thube trong hép kin, ngoai tam vai ctia tré em.
Bao quan thudc ¢ noi kho, nhiét dé dudi 30°C.




13. Nhirng dau hiu v trigu ching khi ding thuée qua lidu?
Chua c6 béo céo.
14.Cén phai lam gi khi dung thuée qua liéu khuyén cdo?
Chua ¢6 béo cdo. , G \HA TAY /
15. Nhirng diéu cin thin trong khi ding thubc nay? NS 53 \
Khéng dung thude khi dang dung cac loai thudc ngu khac, hodc dang dun
kinh trung vong.
Thude ¢6 chira tartrazin: c6 thé gy phan ung di ing.
Thube ¢6 chira lactose: bénh nhan méc céc rdi loan di truyén hiém gip vé dung nap galactose,
ching thiéu hut lactase Lapp hoic réi loan hap thu glucose-galactose khong nén sir dung thube
nay.
- Thoi ky mang thai: Khong dung duoc.
- Thoi ky cho con bi: Khong dung dugc.
- Lai xe va van hanh may méc: Khong dung thude.
16. Khi nio ¢an tham vin bac sy, duge sy?
Khi thdy nhitng tac dung khong mong mudn gép phai khi st dung thude.
Khi dung thuéc ma thay triéu chirng ctia bénh khong thuyén giam.
Néu can thém théng tin vé thude xin hoi y kién bac sy hodc dugc sy.
17.Han dung ciia thude
- Han diing: 36 thang ké tur ngay san Xuét. Khong dugce dung thudc da qua han dung,
* Luu y: Khi thﬁy vién thube bi 4m mdc, nhan thuée in sé 16 SX, HD mo...hay d¢\cat biéu hién
nghi ngd khac phai dem thude o1 hoi lai noi ban hodc noi san xuét theo dia chi tr\%ng don.
18.Tén, dia chi, biéu twong ciia nha sin xuft
Tén nha san xuat: CONG TY C.P DUQC PHAM HA TAY
Dia chi: T6 dan phé sb 4, P. La Khé, Q. Ha Dong, TP. Ha Noi
Dién thoai: 024.33522203, 024.33824685 Fax: 024.33522203, 024.33829054
Hotline: 02433 52 25 25
Biéu tuong: m
HATAPHAR ~ )

19. Ngay xem xét swra doi, cip nhit lai ngi dung huéng dan sir dung thuoc:

Ngay thiang nam

TUQ.CUC TRUGNG
PTRUGNG PHONG
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