BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
S6: 33550e/QLD-DK Ha Noi, ngay 19thang 11 nam 20 24

V/v thay d6i, bo sung d6i véi thube
da duoc cap GPKLH

Kinh giri: CONG TY CO PHAN DUGC PHAM KHANH HOA

Pia chi: 74 THONG NHAT - PHUONG VAN THANG - THANH PHO NHA
TRANG

Tra 161 ho so so tlep nhan so 103563/TT91 ngay 04/9/2024 va cac tai liéu lién
quan ctia cdng ty vé viée thay doi, bd sung ddi véi thude da duogc cap gidy dang ky
luu hanh;

Can cir Théng tu sd 08/2022/TT-BYT ngay 05/9/2022 cta Bo Y té quy dinh
viéc ding ky luu hanh thubc, nguyen lidu 1am thudc;

Can ctr Bién ban tham dinh ho so thay d6i/bo sung cta cong ty, Cuc Quén ly
Dugc ¢6 y kién nhu sau:

Dong y véi néi dung dé nghi thay doi, bo sung dugc phé duyét kém theo cong
van nay d6i voi thude Kacephan Cam Cum s6 dang ky 893100738524.

Ngoai noi dung duoc phé duyét, cac noi dung khac giir nguyén nhu hé so ding
ky thudc lwu tai Cuc Quan 1y Duge.

Cé&c ndi dung thay doi, bo sung néu trén dugc thuc hién ké tir ngay ky cong van
nay. Riéng noi dung thay d6i, sau 12 thang ké tir ngdy ky cong van nay, cong ty
phai thuc hién theo ndi dung thay dbi da dugc phe duyét.

Cuc Quan ly Dugc thdng bao dé cong ty biét va thyuc hién dung céc quy dinh vé
dang ky luu hanh thude.

Noi nhén: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cuc truong (de b/c); e

- Luu: VT, DKT (Chi).




1. MiV-PA1: Thay di tén thudc thanh phim:

BANG SO SANH NQI DUNG PA PUQC PHE DUYET
VOI NOI DUNG PE NGHI THAY POI/BO SUNG

S6 ding ky

Tén thube dwge duyét

Tén thude aé nghj thay adi

893100738524

Kacephan Cam Cam

Panactol Cam Cum

2. MiV-PA2: Thay d6i/bé sung ndi dung cia miu nhin

MAU NHAN THUOC BU'OC D

1. Nhan trwe tiép trén don vi déng géi nhé nhét:

X 5o puim |+
UARRTEHOA 9,

2

\vi x 12 vién:

Toem <] MAU NHAN THUOC XIN THAY DO

Nhan trwe tiép trén don vi dong goéi nhé nhat: Vi 12 vién

%

S 10 SX: HD:

KACEPHAN
Cam cum

Thanh phén:
Mai vién nén bao phim chiia
500mg

CUIBIN.......civeniscsiirossivsensess SOMP
hri id...5mg

CHI BINH

Thudc dugc ding dé gidm viém xoang, cac rigu
ching cam lanh va cum, bao gém mét méi va
budn ngd.

- Cach dung: Ding dudng udng. .

- Ngudi 10n, tré em tif 16 tudi ir 18n va ngudi cao tubi:
ién mdi 4 dén 6 gid ly ting trudng hop. Khong

dung g trong 24 gid.

Liéu lugng nhu trén khdng nén duge Kap lai thudng

xuyén mdi 4 gio.

fién tyc qué 7 ngay ma khdng c6 16 khuyén

ung qué liéu chi dinh.
S dyng hiéu thip nhat can thiét dé dat duge higu qua
diéu tri trong thoi gian ngén nhéit. Khdng nén ding cho
tré em dudi 16 tudi

Khong sii dung d8ng thak vai céc thubc b nghet mi kich
thich thén kinh giao cAm khac
U 16 bao ua crom
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Sdn wudt i
CTCP DUGC PHAM KHANH HOA

(_S616 SX: HD: AN
Panactol J&LRNY

Paracetamol 500 mg ,

Cafein 25 mg {

Phenylephrin Hydroclorid 5mg |

Gidm céc trigu ching cam lanh va cim

CHI DINH
Thude duge dung dé giam viém xoang, cac li¢u
chung cam lanh va com, bao gém mét méi va
bubn ngl,

LIEU DUNG VA CACH DUNG
- Céch ding: Ding dudng udng.
- Ngudsi Ion, 4é em 1 16 twdl trd 1én va ngudi cao twéi
2 vién mbi 4 dén 6 gis ty ting trudng hgp. Khng

Khéng ding ii8n tyc qua 7 ngay ma khong cd Ibi khuyén
clia bac si.

Khdng ding qué liéu chidinh

Sii dyng liéu thdp nhat cén thiét 8 dat dugc higu qui
diéu trf trong thsi gian ngén nhat. Khong nén ding cho
tré em dudi 16 tudi

CHONG CHI BINH:

K sl 40ng K VI CAC thude 1y nghet mii iich
thich ﬂ:aa.s e

U 16 bao va crom

Bénh'1ang nhan ap goc dong

Quéa =,m,! vai Paracetamol hojic bl ky thanh phén nao
cua thude.

Suy gan holic suy than néng, tng huyét dp, cutng gidp
dai thao dudng va bénh tim. Bénh nhan dang diing thude
chdng trdm cdm ba vang hodc thudc chen beta va philng
ngudl dang ding hogc da ding thudc dc ché monoamin
oxidase wong vong hal wén qua (xem phin Tuong tac
tuong ky cla thudo).
Manusctured by
KHAPHARCO PHARM. CO.
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