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MAU NHAN SAN PHAM

e Composition: Each 5 ml ampoule contains: Specification: Manufacturer's. T
N-Acetyl- DL-Leucine....... Manufactured by: HDPHARMA.,JSC
Excipient for injections Address: 102 Chi Lang street, Nguyen Trai ward,
Indications, contranindication, administration, dosage Hai Duong city, Hai Duong province.
and other information: See the leaflet.
Storage: In a dry place, temperature not exceed 30°C, KEEP OUT OF THE REACH OF CHILDREN L
e avoid direct light. READ THE LEAFLET CAREFULLY BEFORE USE. T
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MAU NHAN SAN PHAM

Composition: Specification: Manufacturer’s.
Each 5 ml ampoule contains: Manufactured by: HDPHARMA.,JSC
N-Acetyl-DL-Leucine......................500 Mg Address:

Excipient for injections...........ccccceeeee.d ML 400 oy Lang street, Nguyen Trai ward,

Indications, contranindication,
administration, dosage and other
information: See the leaflet. KEEP OUT OF THE REACH OF
Storage: In a dry place, temperature not CHILDREN READ THE LEAFLET
exceed 30°C, avoid directlight. CAREFULLY BEFORE USE.

Hai Duong city, Hai Duong province.
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DUNG DICH TIEM
N-Acetyl- DL-Leucin 500 mg/5 ml
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Thanh phan: M6i ong 5 mi chira: Tiguchuan: TCCS.
N-Acetyl- DL-Leucin San xuét tai: Congty Co phéan Dugc VTYT
Taduwoevradl......ccooveveeceennceenaerenenas HaiDuong
Chi dinh, chéng chi djnh, lidu ding, Dia chi: S6 102 phd Chi Lang, phudng
cach diing va cac théng tin khac: Nguyén Trai, thanh phd Hai Duong, tinh
Xem t& huréng dén sir dung. HaiDuong.
Bao quan: Noi kho rao, nhiét @6 khdng DE XA TAM TAY CE}A TRE EM
qua30°C, tranh anh sang truc tiép. POC KY HUGNG DAN SU DUNG

TRUGC KHI DUNG.
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HUGNG DAN SU DUNG
Tén thuéc: ®* ACETACMIN
Doc kj hudng dan sir dung trude khi dimg. Dé xa tam tay tré em.

Thudc nay chi ding theo don thudc.

1. Thanh phén céng thite thube:

Thanh phan hoat chit: Ham lwong
N-Acetyl-DL-Leucin 500 mg
3 . . Vira du
Thanh phan td dwgc: Ethanolamin, Nudc dé pha thudc tiém. 1l
m

2. Dang bao ché; Dung dich thudc tiém. Dung dich thuéc tiém trong, khong mau dén vang
nhat.
3. Chi dinh:

Thubc ding dé didu tri triéu chirg cta nhitng con chéng miit.

4. Cach ding, lidu dung:

4.1. Liéu dung:

- Ngudi l6n: 2 éng/ngdy (néu cin c6 thé t6i 4 éng) tiém finh mach tryc tiép.
- Thoi gian diéu tri thay ddi theo didn bién 1am sang,

- Trong moi trudng hop cén tuan thi chi dinh cua bac si.

4.2. Cdch ding:

- Ti€ém tinh mach.

5. Chéng chi dinh:

- Cé tién st di vmg v6i N-Acetyl-DL-Leucin hogc v&i bt ky thanh phan nao cia thudc.
- Néu nghi ngd, dung ngf’in ngai héi bac st hodc duge si trude khi str dyng.
6. Canh bdo va thin trong khi ding thubc:

- Str dung thude theo ké don ciia bac si.

- Khéng st dung khi hét han sir dung.

- D€ xa tam tay tré em.
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7. Sit dung thude cho phu nit c6 thai va cho con bii:

- Trén dit lidu 1am sang thuc t& con han ché va dit liéu tir céc nghién ctru trén dong
vit 12 khong thuyét phuc. Do thiéu dit liéu c6 sin, tdt nhAt nén tranh st dung N-
Acetyl-DL-Leucin trong khi cho con bu.

- Néu ban phét hién minh c6 thai trong khi dang sir dung thudc nay, nén bao cho bac
sT biét dé quyét dinh tiép tuc didu tri hay khong.

8. Anh huwéng ciia thude 1én kha nang lai xe, vin hanh may méc:

- Chua c6 nghién ciru nao vé anh hudng cua thude 18n kha ning 14i xe va vin hanh
may moéc dugce thyc hién. Tuy nhién, than trong duge khuyén céo do lién quan dén
bénh dugc didu tri (con chong mat).

9. Twong tic thude, twong ky ciia thude:

Chua c6 bao cdo.
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Do khéng ¢6 cac nghién ciru vé tinh twong ky cta thuoc, khong trdn lan thude niy véi cac f}fl
; (¢le]
thuoc khac. co’
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10. Tac dung khong mong muon ciia thuoc: &
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Thudc nay c6 the gdy ra cac con kho chiu hodc nhiing tic dung c¢6 cac mirc do thay doi tuy e
Ive
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bénh nhén. "

Phan ting da (ban, d6, mé day va ngira) rat hiém gép.

* Cdch xir Iy ADR: Ngumg thude khi gip tdc dung khong mong mudn va didu tri tridu
chimng.

“Théng bdo ngay cho bdc si hodc dwgc sy biét nhitng tdc dung khong mong mudn khi sir
dung thubc”,

11. Qua lidu va cach xir tri:

Néu ding qué lidu duoc chi dinh phai tham khao y kién ctia bac st hodic duge si.

12. Pic tinh dwgc lyc hoc:

- Nhom tac dung duge Iy: Thube didu tri chéng mit.

- Ma ATC: NO7CA04.

13. Pic tinh dwoc djng hoc:

* Co ché tdc dung: Chua rd.
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* Ddc tinh dwoc dong hoc:
- Sau khi tiém 1g Acetyl Leucin qua dudng tinh mach, quan sat thdy duwoc dong hoc

2 ngin, mt pha phan bd nhanh (thoi gian ban hiy trung binh 0,11 gid) va mot pha
dao thai nhanh (thoi gian ban hiy trung binh 1,08 gio).

14. Quy cich déng goi: Hop 5 dng x 5 ml, hop 10 éng x 5 ml; kém huéng din sir dung.

15. Pidu kién bao quan, han ding, tiéu chuin chit lwgng cia thude:

- Diéu kién béo qudn: D& noi khé rdo, nhiét dé khong qua 30°C, tranh anh sang truc tiép.

- Han diing: 36 thang ké tir ngay san xuét.

- Tiéu chudn chat lwong: TCCS.
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