BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Ty do - Hanh phic
s6: 34 33/QLD-PK Ha Néi, ngay (0§ thdng <f ndm 2021
V/v thay di, l?é sung d6i véi thude
da cap GBKLH

Kinh giri: Cong ty C6 phan Pymepharco
Diachi:  166-170 Nguyén Hu¢, Tuy Hoa, Pht Yén

Cuc Quan ly Dugc nhan dugc ho so s6 1658/TDTN ngay 26/3/2021 cua
cong ty vé viéc thay doi, bd sung dbi véi thude da dugc cip gidy ding ky luu
hanh.

Can ctr Théng tu s6 32/2018/TT-BYT ngay 12/11/2018 ctia Bo Y té quy
dinh viéc dang ky luu hanh thudc, nguyén liéu 1am thudc;

Cin ct két luan tai Bién ban thdm dinh hé so thay dbi/bd sung cta cong
ty, Cuc Quan ly Dugc co y kién nhu sau:

Dong y dé cong ty duoc thay dbi tén thude va mau nhan thudc, thay dbi
cam quan vién ddi vai thude Paracetamol EG 500 mg, sé ding ky VD-34965-21,
cu thé:

- Tén thudc da dugc duyét: Paracetamol EG 500 mg;

- Tén thubc thay dbi: Paracetamol STADA 500 mg.

Mau nhin méi va bang so sanh ndi dung dé nghi thay déi duoc déng dau
xac nhén cua Cuc Quan ly Dugc dinh kém cdng vin nay.

Ngoai néi dung dugc thay d6i trén, tit ca cac ndi dung khac giit nguyén
nhu hd so diang ky thube luu tai Cuc Quan ly Dugc.

Cong ty dang ky, nha san xuét phai chiu trach nhiém vé& chét lugng déi
v6i thude Iuu hanh trén thi trudng va ¢6 trach nhiém thong bao su thay ddi nay
dén céc co quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cong van nay, cong ty khong duge san xuét
thudc trén véi cac ndi dung cii da dé nghi thay doi.

Cuc Quan ly Dugc théng bao dé cong ty biét va thuc hién dung céc quy
dinh ctia Viét Nam vé san xudt va luu hanh thudc./.

Noi nhgn: KT. CUC TRUGNG
- Nhu trén; A

- Cuc trudng (dé b/c);

- Vién kiém nghiém thuc TU;

- Vién kiém nghiém thuéc TP. HCM;
- Luu: VT, BK (HM).
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COMPOSITION Keep out of reach of children
Each film-coated tablet contains Read the leaflet carefully before using
Paracetamol .......ccoveenee 500 mg

INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND 8
OTHER INFORMATION
Read the leaflet inside.
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STADA VIETNAM FACTORY

189 Hoang Van Thu, Tuy Hoa,

Phu Yen, Vietnam

A member of

STADA Arzneimittel AG - Germany

STORAGE - Store below 30°C.
Protect from moisture and light.

SPECIFICATION - In-house.

/
( I z 8
= - -
-~ £ &
m n
g g % @
s ~ -~ o
[ bl
£ Y <
-~ =< =
-~ -~ ))S
— - %
3 =2 3
B & bt
& 2 g =
~ ~ ES
g & 2
3 3 =<
\\
R

Paracetamol STADA
500 mg

Paracetamol 500 mg

L——
- e o STADA
Hop 10 vi x 10 Vién s 5 F
THANH PHAN Déxatdmtaytréem | el
Mdi vién nén bao phim chia Doc ky hudng ddn sif dyng trudc khi ding
Paracetamol ............ 500 mg
CHI BINH, CHONG CHI BINH,
LIEU DUNG, CACH DUNG VA
CAC THONG TIN KHAC San xudt tai
Xem tf huting ddn it dyng. NHA MAY STADA VIET NAM
BAO QUAN T
Dutsi 30°C. Tranh &m va anh sang.
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BANG TOM TAT NQI DUNG THA

S6 diing ky: VD-34965-21

1. Thay ddi tén thudc thanh phim

+ Mot mét chinh chira thong tin:
Tén thuoc: Paracetamol EG 500 mg;

Hoat chat; quy cach déng goi;
[”RNAEC LABO

Logo z&

Thiét ké nén

mdt chinh cua hop nhu hinh:

&

+ M6t mét chinh mau tring chira thong tin:
Bar code, thong tin khuyén céo.

- Mt bén:
+ Mot mat bén thé hién thong tin:
S6 SDK / VISA,

Cau khuyén cao:
“Pé xa tam tay tré em / Poc k§ hudéng din sir dung
trude khi dung” / “Keep out of reach of children /
Read the leaflet carefully before using”

Thong tin nha san xudt:
“San phim ciia CONG TY CO PHAN
PYMEPHARCO
San xuit tai NHA MAY STADA VIET NAM
189 Hoang Vian Thy, Phudng 9, Tuy Hoa, Phu Yén,
Viét Nam
Theo nhuong quyén thuong hiéu cia STADA
Arzneimittel AG - DPic
Stadastrasse 2-18, 61118 Bad Vilbel, Germany”

+ Mot méat bén chira thong tin:
Thanh phan thude, tiéu chuin, bao quan va

Di dang ky
Paracetamol EG 500 mg Paracetamd
2. Thay déi thiét ké miu nhan
______ badangky ______Deé nghi thay doi

«» NHAN HOP ) «» NHAN HOP

(Cdc quy cdach hop 10 vix 10 vién c6 thiét ké giong (Cdc quy cdch hdp 10 vi x 10 vién c6 thiét ké giong

nhau) nhau)
- Mt chinh: - Mt chinh:

+2 mat chira thong tin (mit tiéng Anh/tiéng Viét):
Tén thudc: Paracetamol STADA 500 mg;
Hoat chat; quy cach dong goi;
Logo
Thiét ké nén mit chinh ciia hgp nhw hinh:

STADA

M

- Mat bén:
+2 mat bén (1 mit tiéng Viét/1 mét tiéng Anh)
thé hién thong tin:

Cau khuyén céo:
“Pé xa tam tay tré em / Poc k§ huéng dan sir dung
trude khi dung” / “Keep out of reach of children /
Read the leaflet carefully before using”

Thong tin nha san xuat:
“Sin xuit tai NHA MAY STADA VIET NAM
189 Hoang Vin Thu, Phwong 9, Tuy Hoa, Pha
Yén, Vi¢t Nam
Thanh vién tap doan STADA Arneimittel AG -
Pire”
“Manufactured by STADA VIETNAM
FACTORY
189 Hoang Van Thu, Tuy Hoa, Phu Yen, Vietmam
A member of STADA Arzneimittel AG —
Germany”

Thong tin thanh phan thudc, tiéu chudn, bao

quan va cac thong tin khac.
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cac thong tin khac.

- Nép hop:
+ Pay hop: chira thong tin s6 16, ngay SX, HD

+ Niép hop: chira tén thudc va tén hoat cht:
“Paracetamol EG 500 mg
Paracetamol 500mg”

< NHAN VI:

Nhan vi thé hién céc thong tin:

- S6 16, han dung

- Tén thude: Paracetamol EG 500 mg

- Hoat chit: Paracetamol 500 mg

- Cum dia chi: )
“SX tai NHA MAY STADA VIET NAM
Theo nhuong quyén thuong hiéu cua
STADA Arzneimittel — Dic”

- Ndp hop:

+ Pay hop: chira thong tin SPK/VISA, s6 10,
ngay SX, HD

+ Nép hop: chira tén thudc “Paracetamol

STADA 500 mg” va logo “™°*

< NHAN Vi:

Nhan vi thé hién cac thong tin:

- S0 16, han dung

- Tén thudc: Paracetamol STADA 500 mg

- Hoat chat: Paracetamol 500 mg L
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-Cumdiachi: .
“San xuat tai NHA MAY STADA VIET NAM 5
Thanh vién tip doan STADA Arzneimittel AG — Dirc] Py
“Manufactured by STADA VIETNAM FACTORY
A member of STADA Arzneimittel AG — German H
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3. Thay ddi mé ta vién _—
Pi diing ky Deé nghi thay doi

Vién nén dai, bao phim mau tring, mot mét cé
dap chit “TATANOL”, mdt mét cé vach bé,
canh va thanh vién lanh 1an.

Vién nén dai, bao phim mau tring, mot mét c6
dap chir “STADA” va sb 500, mot mat cé vach
bé, canh va thanh vién lanh Ian.
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