CONG TY CP DUQC PHAM DUQC LIEU
PHARMEDIC

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Ty do — Hanh phac

Sé: 205¢ /PMC - VG Thénh phé Ho Chi Minh, ngay 14 thdang 11 ndm 2018

V/v: Thay ddi toa theo TT01/2018

Kinh giri: Quy khach hang

Cong ty xin thong bdo mdt hang:

CARBOTRIM ké tir 16 0140718 s& thay dbi mAu toa theo TT01/2018 (mau toa dinh kém)

Don gia ban budn khong thay doi:

Don gia ban budén mit hang trén khong bao odbm thué GTGT 5%; dd dang ky tai =

Cuc Quan 1y Duogc- B Y Té.

Tran trong./. h

Noi nhan:

- Nhu trén

Ban TGD;

Phong KD, TT, KI{, CNTT
Kho TP1, TP2

Ban CSKH

P.TCKT

1

Lwu: HCQT (VT), Ban VG (T.Trang).

TONG GIAM POC

CONG TY
€0 PHAN

i€t Trung

e e e e e e e —e e e e ] AT

" Pon gia ban
S6 | Ma
. p Mit hang bVvT budn Qui cach dong goi -
sO 20!
VND e
( ) 6’6 co
1 | 0056 | CARBOTRIM Vi 5.200 Thung/ 40 Hop/ 10 Vi/ 8 Vién ( = i Cﬁ,
w | 01/OC PHA
\ &\ PHAF
&

~



MAU MO

B: THUGC NAY CHI DUNG THEO BON THUGC

Carbotrim

DE XA TAM TAY CUA TRE EM.
BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG.
NEU CAN THEM THONG TiN, XIN HOI Y KIEN BAC ST.
THONG BAO NGAY CHO BAC STHOAC DUQC STNHUNG TAC DYNG
KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC.
1. Thanh phén céng thic thudc
Thanh phdn hoat chat:

~ Sulf hoxazol 200 mg
~«  Trimathoprim 40 mg
~ Than hoat 100 mg

. Thanhphanté dugc: Budng RE, povidon, magnesi steatat, talc, natri starch glycolat,
shellac, gém arabic, titan dioxyd, carnauba sép vifa dii 1 vién bao dudng.
2. Dang bao ché
- Viénnén.
- Vién nén bao dudng trdn, mau trdng nhan mau den, khéng mui, vi déng.
3.Chi djnh
Trj tiéu chdy do nhiém tring ho3c do ngd ddc thuc &n.
4.Cach ding va Liduding
Nan udng véi nhidu nudc.
- Ngudi I6n: m&i 14n 2 vién, 3 - 4 |4n/ ngay.
- Tré em5-15tudi: mdildn 1 - 2 vién, 2 14n/ ngay.
5.Chéngchidinh
Dj Ung vél bét cif thanh phdn nao cla thudc.
Tré em dudi 5 tudl.

. Cinh béo va thén trong khi diing thuéc
Phy nit mang thai, phy nll cho con bu.

~ Bénhdudngrugtman.

7.SU dyngthudc cho phy nicé thal va cho con b
XemmuycLuuy-Théantrong

8.Anh hudng ciiathudc 18n kha n&ng ldl xe va van hanh mdy méc
Chuath&y bdo céo.

9. Tudng tdc cla thudc: Than hoat c6 th8 lam gidm sy hé&p thu cac thudc khac.

10. Tudng ky ctia thuc: Do khéng cé céc nghién ciu vé tinh tudng ky clia thudc, khong
tron 1&n thudc nay vdi céc thudc khéc.

11. Téc dyng khéng mong muén cuia thudc
C6 thd xay ra dj (ng da, budn ndn, nén, chan &n.

12. Qua liéu va céach xf trf

- Quéliéu: Bubn non, ndn, nhic ddu, chong mit.

. Cachxirtri: Chuyén ngay d&n bénh vign dé dugc xit ly kip thoi.

13. Déc tinh duge lyc hoc

. Sulfamethoxazol c6 cdu tric tudng ty p-aminobenzoic acid (PABA). Thuc Uc ché
t8ng hgp acid dihydrofolic ca vikhudn do canh tranh véi PABA.

- Trimethoprim Uc ché enzym dihydrofolate reductase. Thudc Uc chd bign ddi acid

dihydrofolic clia vi khudn thanh acid tetrahydrofolic ch&t c4n thiét cho sy tdng hgp ADN.

- Thanhoath&p phy chdtkhiva chitdjc & dudng tidu hda.

14.D3ctinhdugcddng hoc

- Sulfamethoxazol h&p thu t6t tif dudng tidu héa va dugc phan phdi vao hdu hét cac
md cla co thé. Khodng 70% gén két vdi protein trong mau. Thdi gian ban thai
khoang 6-12 gid. Sulfamethoxazol thai trir chi y&u & than, phdn I8n con hoat tinh.

- Trimethoprim h&p thu 13t va hoan toan 1 dudng tidu héa. Khodng 45% gén két véi
protein huyét tudng. Trimethoprim phan ph&i dén hdu hét céc mé va djch. Thai gian
bén thaikhodng 8 - 11 gid. Trimethoprim thai trll chl y&u & than.

15. Quy céch déng gol:

Hop 10 v x 8 vién bao dudng.

16. D1éu kién bdo quin
& nhigt d¢ khdng qua 30°C.

17. Hgn dung
36 thang ké tU ngay sdn xudt.

18. Tiéu chudn chét lugng cua thudc: TCCS

19, Tén, dja chi clia cd 88 san xuitthuée

CONG TY c6 PHAN pugc PHAM DUGC LIEU PHARMEDIC

E 367 Nguyén Trai, Q. 1, TP. HCM, Vit Nam.

w};“m San xudt tal nha midy GMP - WHO

1/67 Nguy&n Vin Qua, Quén 12, TP, HCM, Vigt Nam.
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Mat sau

MAU CU

Mat truée

Carbotrim

(Sugar coated tablets) b
PHARMEDIC

COMPOSITION
- Sulfamethoxazole
- Trimethoprim
- Activated charcoal.
- Excipients: Sucrose, povidone, magnesium stearate, talc, sodium starch
glycolate, shellac, gum arabic, titanium dioxide, carnauba wWaX ... civeuinnnns
........ sqf 1 sugar coated tablet.

INDICATIONS
Treatment of infectious diarrhoea or diarrhoea due to food poisoning.
DOSAGE AND ADMINISTRATION
Orally administered with a lot of water.
- Adults: 2 tablets, 3-4 times a day.
- Children 5-15 years: 1-2 tablets, 2 times a day.
PRESCRIPTION DRUG.
DO NOT EXCEED THE PRESCRIBED DOSE.
KEEP OUT OF REACH OF CHILDREN.
READ THE LEAFLET CAREFULLY BEFORE USE.
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN,
CONTRAINDICATIONS
- Hypersensitivity to any of the components of the drug.
- Children under 5 years.
PRECAUTIONS
- Pregnant women, nursing mothers.
- Chronic intestinal diseases.
DRUG INTERACTIONS
Activated charcoal may decrease the absorption of other orally administered drugs.
USE IN PREGNANCY AND LACTATION: See precautions
EFFECTS ON ABILITY TO DRIVE OR OPERATE MACHINERY: Nons.
ADVERSE REACTIONS
Skin rash, nausea, vomiting, anorexia may occur.
*  Contact your physician if you experience any adverse reactions while
using this medicins.
OVERDOSAGE
- Symptoms: Nausea, vomiting, headache, vertigo.
~  Treatment: Urgent hospitalization for symptomatic treatment.
PHARMACODYNAMICS
_  Sulfamethoxazole have a similar structure to p-aminobenzoic acid (PABA). It
inhibits bacterial synthesis of dihydrofolic acid by competing with PABA.
~  Trimethoprim Is a dihydrofolate reductase inhibitor. It inhibits the conversion of
bacterial dihydrofolic acid to tetrahydrofolic acid which is necessary for the
synthesis of DONA.
_  Activated charcoal can adsorb gas and poison in the gastrointestinal tract.
PHARMACOKINETICS
_  sulfamethoxazole is readily absorbed from the gastrointestinal tract and Is
distributed into most body tissues. About 70% is bound to plasma protsins. The
half-life is about 6 to 12 hours. Sulfamethoxazole is excreted primarily in the urine,
mainly in the form of activity.
~  Trimethoprim is rapidly and almost completely absorbed from the gastrointestinal
tract. About 45% is bound to plasma proteins. Trimethoprim is widely distributed to
various tissues and fluids. The half-life is about 8 to 11 hours. Trimethoprim is
excreted primarily inthe urine.
SHELF LIFE: 36 months from date of manufacturing.
SPECIFICATION: Manufacturer's
PRESENTATION
Box of 10 blisters x 8 sugar coaied tablets.
DO NOT STORE OVER 30°C

PHARMEDIC JSC: 367 Nguyen Trai Street, District 1, Ho Chi Minh City, Vietnam.
Manufactured by PHARMEDIC In compliance with GMP - WHO norms
1/67 Nguyen Van Qua Street, District 12, Ho Chi Minh City, Vietnam.

Carbotrim

(Vién bao dudng)

AMEDIC

CONG THUC

- Sulfamethoxazol 200 mg
—  Trimethoprim ....ccienisssarsesassnanccsanssssseenee 40 mg
— Than hoat .. .. 100 mg

- Ta dugc: Buong RE, povidon, magnesi stearat, talc, natri starch glycolat,
shellac, gébm arabic, titan dioxyd, carnauba S&p............covruemmrrnsmnsseinenns
vira dd 1 vién bao dudng.

CHI BINH
Tritiéu chay donhidm trung hodc do ngd ddc thic &n.
CACH DUNG VA LIEU DUNG
Nén udng véi nhiéu nudc.
~ Ngudi6n: m&ildn 2 vién, 3 - 4 14n/ ngay.
— Tréem5- 15 wdi: mdildn 1 - 2 vién, 2 1dn/ ngay.
THUSC BAN THEO BON.
KHONG DUNG QUA LIEU CHI BINH.
DE XA TAM TAY CUA TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC si.
CHONG CHI BINH
- Dj ng véi bat cf thanh phén nao clia thudc.
— Tré em dudi 5 tudi.
LUU Y - THAN TRONG

— Phy nit mang thai, phy ni cho con bu.

- Bénh dudng rupt man.

TUONG TAC THUOC

Than hoat c6 thé lam giam sy hép thu céc thudc khéc.

PHY NU MANG THAIVA PHY NU CHO CON BU: Xem myc Luuy - Thantrong

TAC DONG cla THUBC KHI LAl XE VA VAN HANH MAY MOC: Khong cd.

TAC DYNG KHONG MONG MUGN

C6 thé xay radjing da, buén nén, ndn, chan an.
* Théngbdocho Béc sTnhiing tdc dyng khdng mong mudn gép phai khi
sl dyng thudc.

QUALIEUVA XUTRI

—  Tridu ching: Budn ndn, ndn, nhifc dau, chéng mat.

— X trl: Chuyén ngay dén banh vién dé dugc xU Iy kip thai.

DUQC LYC HQC

— Sulfamethoxazol ¢6 c&u tric tudng ty p-aminobenzoic acid (PABA). Thudc Uc
ché tdng hgp acid dihydrofolic cia vikhu&n do canh tranh véi PABA.

~ Trimethoprim Uc ch§ enzym dihydrofolate reductase. Thu8c Uc ché bién déi
acid dihydrofolic clia vi khugn thanh acid tetrahydrofolic chét cdn thiét cho sy
t3nghgp ADN.

— Thanhoath&pphy chatkhiva chatdjc & dudngtieuhda.

DUGC BONG HOC

—  Sulfamethoxazol hap thu tt tif dudng tidu hda va dugc phan phdivao hdu hét
cacmé cla colhé. Khodng 70% gén k&t vdi protein trong mau. Thdi gian ban
thai khoang 6 -12 gid. Sultamethoxazol théi trif ch yéu & than, phan 16n con
hoattinh.

— Trimethoprim h&p thu tétva hoan toan tir dudng tiéu hda. Khoéing 45% gin két
véi protein huy&ttudng. Trimethoprim phan phdi d&n hdu hét cac mo va dich.
Thal glan ban thai khodng 8- 11 gid. Trimethoprim thaitrif chi y&u & than.

HAN DUNG: 36 thang ké tif ngay s&n xuét.

TIEU CHUAN: TcCS

TRINH BAY

Hop 10 VI x 8 vién bao dudng.

BAO QUAN O NHIET B0 KHONG QUA 30°C

CTCP DPDL PHARMEDIC: 367 Nguyén Trai, Quan 1, Tp. HO Chf Minh, Vigt Nam.
San xudt tal nha may GMP - WHO: 1/57 Nguyn Vin Qud, Q.12, TP.HCM, Vigt Nam.




