2/ NHAN CHAI NEO-TERPON (Chai 200 vién nang cifng)
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MAU NHAN THUOC PANG KY

CONG THUC

Terpin hydral.........coooveonneeennecnnienes 100 mg
Natri benzoat...............c.ccovvnreeiecicaic 50 mg
Ta dwic......c..c.. M. 1 Vi8R

CHi BDINH, CHONG CHIi PINH,
CACH DUNG, THAN TRONG VA CAC THONG
TIN KHAC:

Xin doc trong ti huding din sii dung.

San xudt tqi:

CONG TY TNHH DUGIC PHAM USA - NIC
L& 11D, Budng C, KCN Tén Tao,Q. Binh Tan, TP.HCM

Tompin bydeal ... oo 100 mgm

NEO-TERPON

CcONG THUC

Natri benzoat................coocevenerecanens 50 mg
Ta dugc 5 B I )
CHi BINH, CHONG CHI BINH,

CACH DUNG, THAN TRONG VA CAc THONG
TIN KHAC:

Xin doc trong t& hudng din sif dung.
THUOC DUNG TRONG BENH VIEN

San xudt tai:

COHGTYTHHHDUQCPMHUSA MC
L6 11D, BumgC KCi Bidi

cyc QLAN LY DUGC

NEO-TERPON

Terpin hydrat 100 mg / Natri benzoat 50 mg

Chai 100

Terpin hydrat 100 mg / Natri benzoat 50 mg

Chai 200

PA PHE DUYET
Lin dau:42.../92....

F8/459

1/ NHAN CHAI NEO-TERPON (Chai 100 vién nang ciing)

Boc ki huéng din si dung trudc khi dt)nql
DE xa tim tay tré em
B3o quén noi kho mat, nhiét d6 dudi 30°C)|
tranh dnh sdng.

Vién nang cing

TIEU CHUAN AP DUNG: TCCS
SPKNISA: ...,

$6 16 SX/Lot. No
Ngdy SX/Mfg. Date
Han dung/Exp. Date :

Manufactured by. USA - NIC PHARMA Co., Ltd
Block 11D, Road C, Tan Taa IP, Binh Tan Dist., HCMC

Boc ki hudng din si dung trudc khi dong
DE xa tdm tay tré em
Béo quan nai khé mét, nhigt dé dudi 30°C,
trdnh dnh sdng.

Vién nang ctrng

TIEU CHUAN AP DUNG: TCCS
SPKNVISA: ................

5616 SX/Lot. No
Ngdy SX/Mrg. Date
Han dlng/Exp. Date

Manufactured by: USA - NIC PHARMA Co., Lid
Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HOMC

Tp.HCM, Ngay ©? thidng o4 ndm 2015
KT.Téng Gidm DPéc

https://trungtamthuoc.com/



MAU NHAN THUOC PANG KY

3/ NHAN Vi NEO-TERPON (1 vi x10 vién nang cing)

https://trungtamthuoc.com/
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MAU NHAN THUOC PANG KY

4/ MAU HOP NEO-TERPON (Hop 10 vi x 10 vién nang cing)

r
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NEO-TERPON

Terpin hydrat 100 mg / Natri benzoat 50 mg

Hop 10 vi x 10 vién nang cirng

CONG THUC: SPKNVISA: .............

Terpin hydrat .............oooooeoe.... 100 Mg TIEU CHUAN AP DUNG: TCCS
Natribenzoat ... 50 mg =

T Y, —— 1 vién nang ciing L Ma Vach ‘

CHi BINH, CACH DUNG, CHONG Chi BINH, " =
THAN TRONG Va CAC THONG TINKHAC: 2N Xudl lai .
| CONG TY TNHH DUQC PHAM USA - NIC

Xindoc rang W tuitng dlin o dyng L8 11D, Buing C, KCN T4n Tao, Q.Binh T4n, TP.HCM

NEO-TERPON

Terpin hydrat 100 mg / Natri benzoat 50 mg

[GMP - WHO | op 1( ) vien nang cwna

COMPOSITION:

Terpin hydrate ....... R, 100mg | B¢ k¥ hudng ddn su dung trudc khi ding

Sitiiing Bosasiid 50 m B xa tam tay tré em
e e S ¢ Bdo quan ndi khd mat, nhigt d9 dudi 30°C,

Excipients.........Q.8.p....cccociiviernnni. ] CapSUle trdnh dnh sing

INDICATIONS, CONTRA - INDICATIONS,

DOSAGE, WARNINGS: Manufactured by:  USA - NIC PHARMA Co., Lid

: Biock 110, Road C, Tan Tao IP, Binh Tan Dist, HOMC
Read the package insert carefully o s B gl pdion

§6 16 SX/Lot. No

Noay SX/Mfg. Date

Han ding/Exp. Date :

Tp.HCM, Ngay 0> thdang ¢/ nam 2015
KT.Téng Gidm Pédc

https://trungtamthuoc.com/




TO HUONG DAN SU DUNG THUOC
Vién nang cirng NEO-TERPON

NEO-TERPON Vién nang cirng

¢ Cong thirc (cho mét vién)

- i gt A
W “y

« TR BV < inmamnmimiiimi e s s 100 mg
i PSR TEPINRE: oo cniomomm s e SR S AR FFASBPRATR RS SN SH R EA 50 mg
B o — | 1 vién

(Tinh bot sén, bot talc, magnesi stearat)
¢ Tac dung dwoc ly:
Dueoc luc hoc

- Terpin hydrat: C6 tac dung hydrat hoa dich nhay phé quan, c6 tac dung long dom, gidp 16ng
mao biéu mo phé quan hoat dong d& dang tong dom ra ngoai.

- Natri benzoat :T4c dung long dom, sat khuin

Duoc déng hoc
- Terpin hydrat: Khi uéng dugc hip thu vao da day-rudt va duge dao thai nhanh qua nudc tidu.

- Natri benzoat: Puoc hép thu nhanh qua dudng tiéu héa, két hop véi glycerin trong gan & dang |/

acid hippuric va dugc bai tiét trong nude tiéu trong khoang 12 gio.

Chi dinh:
Long dom trong céc trudmg hop ho ¢6 dom

*

Liéu ding - cich ding:
Ngudi lén: 3-6 vién/ngay, chia lam 3 1an

*

Tré em trén 6 tudi: 2-3 vién/ngay, chia 1am 3 l4n
Chéng chi dinh:
Ngudi ¢6 tién sir nhay cam véi bat ky thanh phan nao cia thude

<

Suy chirc ndng gan thén

Tré em dudi 30 thang tudi, tré em c6 tién sir dong kinh hodc co giat do sdt cao

¢ Tic dung khong mong muén ciia thube:

- Terpin hydrat, natri benzoat: {t c6 tic dung phu

Théng béo cho béc si nhimg tac dung khong mong mudn gip phai khi sir dung thudc
¢ Twong tic thude:

- Tranh phéi hop véi cac thude long dam khéac

<*

Thén trong:

Ubng theo lidu diéu tri: Thudc c6 tac dung long dom, loi tiéu nhe. Ubng liéu cao (trén 600mg
Terpin hydrat/ngay) thi cé tac dung ngugc lai (khong long dom, tiéu tién it, co khi gy vo niéu
& nguoi bi bénh than).

*

Sir dung cho phu nir ¢6 thai va cho con bi:

- Phu nit mang thai va cho con bii ding theo sy chi d4n ctia thay thude

¢ Sir dung cho nguwdi ldi xe va vin hanh may méc:

- Thubc dung duogc cho ngudi l4i xe va van hanh may méc.

¢ Qua liéu va xir tri:

- Terpin hydrat: Néu ding liéu cao (trén 1000 mg/ ngay), lidu trén trung binh thi tac dung
nguoc lai, phan tac dung, lam khd, c6 diac dom, sat dom, khé long, khé khoi ho.
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https://trungtamthuoc.com/



Natri benzoat: Khi dung lqung natri benzoat trén 1g cho 1 kg thé trong s& c6 triéu chimg qua
liéu nhu: Oi mira, co giat, rdi loan tdng hop protein.

Khi ¢6 hién tuong qué liéu thi ngung dung thudc va didu tri triéu ching

Trinh bay:

Chai 100 vién nang cung

Chai 200 vién nang cimg

Hop 10 vi x 10 vién nang cing

Han dung:

36 thang ké tir ngdy san xudt

Béao quan:

Béo quan noi khd mat, nhiét 4§ dui 30°C, tranh 4nh sang

Tiéu chuin: TCCS |
PE XA TAM TAY CUA TRE EM /Tﬂ
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG [
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC

THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI
SU DUNG THUOC

CONG TY TNHH DUQC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D duong C — KCN Tan Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 Fax : (08) 37.543.999

03 thang 07 nam 2015
im Poc Chat Luong

ko NEw Ty Haf
DUGC PHAM

https://trungtamthuoc.com/
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Mau 3/ACTD

TO THONG TIN CHO BENH NHAN

1. Tén san phim: NEO-TERPON

2. Mb ta san phAm: Vién nang ctmg sb 3, mau xanh-vang, bén trong c6 chira bot thuéc mau
tring dong nhat.

3. Thanh phén cia thudc:
- Terpin hydrat ........cccvvevieviniieninnennenans 100 mg
- Natri benzoat .........ccoveeeueeiiiriieeiienceeninnens 50 mg

(T4 duogce gf‘)m: Tinh bot sé:m, bt talc, magnesi stearat)
4. Ham lwgng cho 1 vién thube: Terpin hydrat 100 mg, Natri benzoat 50 mg
5. Thudc dung cho bénh gi?

- Long dom trong céac trudong hop ho c6 dom
6. Nén dang thudc nay nhw thé nao va lidu lwong?

- Ngudi 16n: 3-6 vién/ngay, chia lam 3 lan

- Tré em trén 6 tudi: 2-3 vién/ngay, chia 1am 3 lin

7. Khi nao khong nén dung thudc nay? (

- Ngudi c6 tién sir nhay cam véi bit ky thanh phan nao cua thude

- Suy chirc ndng gan than

- Tré em dudi 30 thang tudi, tré em c6 tién str dong kinh hodc co giat do sdt cao
8. Tic dung khéng mong mudn ciia thude:

- Terpin hydrat, natri benzoat: it c6 tic dung phu

Théng béo cho béc si nhitng tac dung khong mong mudn gip phai khi sir dung thude
9. Nén tranh ding nhimg loai thudc hodc thye phim gi khi dang sir dung thudc nay?
- Khong dung chung véi cac thudc long dom khéc

10. Cin 1am gi khi mét lin quén diung thudc?

- Tiép tuc ding thude theo chi dinh ctia bac si

11. Cin bio quén thudc nay nhwr thé nao

- Béo quan thudc noi khd mat, nhiét do dudi 30°C va tranh anh séng

12. Nhirng d4u hiéu va triéu chirng khi dung thudc qua liéu?

- Terpin hydrat: Néu dung liéu cao (trén 1000 mg/ ngay), liéu trén trung binh thi téc dung
nguoc lai, phan tac dung, 1am kho, c¢6 ddc dom, sat dom, kho long, khé khoi ho.

https://trungtamthuoc.com/
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- Natri benzoat: Khi ding lugng natri benzoat trén 1g cho 1 kg thé trong s& c6 triéu chimg
qua liéu nhu: Oi mira, co giat, rbi loan téng hop protein.

13. Cin phai lam gi khi ding thudc qu4 liéu va khuyén cio?

- Ngung ding thudc va diéu trj triéu chimg

14. Tén ciia nha sin xuat: _

- Tén nha san xuit: Cong ty TNHH Dugc Phim USA - NIC qﬂ

15. Nhirng diéu thin trong khi ding thudc nay: L

- Uéng theo lidu didu tri: Thubc c6 tac dung long dom, loi tiéu nhe. Ubng liéu cao (trén 600mg
Terpin hydrat/ngay) thi c6 tac dung nguogc lai (khong long dom, tiéu tién it, c6 khi gdy vo
niéu & nguoi bi bénh than).

16. Khi nio cin tham vén ciia béc si?

- Cin tham van ¥ kién ctia béc si khi dang ding thudc khéc, hodc khi ¢6 bét cir dau hiéu bat
thudng nao.

17. Ngay xem xét sira dbi lai to thong tin cho bénh nhin: Ngay 07/07/2015
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https://trungtamthuoc.com/



