CONG TY CO PHAN AZENCA CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tu do — Hanh phiic

S6: 05/2025/AZC
Vv thay déi quy cdch déng goi san
phdm tring thau Géi thau sé 01: Thude
Generic

DPéng Nai, ngay 16 thang 4 ndm 2025

Kinh giri: SO'Y TE PONG NAI

Trude tién, Cong ty cd phdn Azenca xin giri 101 chiic strc khoe dén Quy S¢
Y té.

Chung t6i da tring thau san pham Menison 4mg (Methyl prednisolon 4mg),
quy cAch déng géi: Hop 3 vi x 10 vién, hop 10 vi x 10 vién theo Quyét dinh sb
139/QD-SYT ngay 27 thang 02 nam 2025 cia SO Y té tinh Pdng Nai vé viéc
phé duyét két qua lya chon nha thiu (1an 1) Gé6i thiu sb 01: Thudc Generic
thudc Ké hoach lya chon nha thiu cung cAp thudc thudc dy toan mua sém thube
tap trung cap dia phuong sur dung tai cac co sO y té trén dia ban tinh Dong Nai
giai doan nam 2025 — 2026.

Can clr Quyét dinh s6: 14227¢/QLD-PK ngay 02 thang 11 nam 2023 cua
Cuc Quan ly Dugc V/v thay dbi, bd sung ddi véi thudc da dugce cdp GPKLH.

Bing vin ban nay, Cong ty c¢b phan Azenca xin thong béo thay d6i quy cach
dong goi cuia san pham Menison 4mg sang Hop 5 vi x 10 vién; Hop 10 vix 10
vién va cung cip cho Bénh vién theo quy cach moi.

Chuing t6i cam két tiéu chuan chat luong cua thude khong thay doi.

Kinh mong Quy S&' Y té xem xét va chép thuan.

Xin chén thanh cam on.

Trén trong./.




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap - Tu do - Hanh phic
S6: 14227¢/QLD-DK Ha Noi, ngay 02 thang 11 nam 2023
V/v thay ddi, bd sung dbi voi thude
da du:oc cap GBKLH

Kinh gti: Cong Ty C6 Phan Pymepharco
Pia chi: 166-170 Nguyén Hué, Phwong 7, thanh phé Tuy Hoa, tinh Phii Yén

Tré 161 ho so sd tiép nhan sO 3205¢/2023/TN/TT91 ngay 11/09/2023 va cac tai
liéu lién quan ctia cong ty vé viéc thay doi, bd sung dbi véi thude da dugc cap gidy
dang ky luu hanh;

Can ctt Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cua BO Y té quy dinh
viéc dang ky luu hanh thudc, nguyen liéu lam thudc;

Cén ctr Bi€n ban thim dinh hd so thay d6i/bo sung cua cong ty, Cuc Quén ly
Duoc ¢6 ¥ kién nhu sau:

Pong ¥ vO1 ndi dung dé nghi thay,déi, bd sung duoc phé duyét kém theo cong
van nay do1 voi thuéc Menison 4mg, s6 dang ky VD-23842-15.

Ngoai n0i dung dugc phé duyét, cac ndi dung khac gilt nguyén nhu hé so ding
ky thude lwu tai Cuc Quan Iy Duoc.

Cac ndi dung thay doi, bo sung néu trén duoc thyc hién ké tir ngay ky cong van
nay. Riéng nd1 dung thay d6i, sau 12 thang ké tir ngay ky cong van nay, cong ty
phai thuc hién theo noi dung thay doi di dugc phe duyét.

Cuc Quan ly Duogc thong bao dé cong ty biét va thuc hién ding cac quy dinh vé
dang ky luu hanh thube./.

Noi nhgn: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cuyc trudng (dé b/c);

- Luu: VT, DKT (). PASILIRN

“:Nguyén Thanh Lam



MENISON 4mg_VD-23842-15_ 1294e V0

Nhin h¢p

Tén san pham: MENISON 4mg
Hoat chat - ham lugng:  Methylprednisolon 4 mg
Quy cach: Hop 5 vix 10 vién

Rx Prescription drug

ABMMYY

Ngay / Thang / Nam
Ngay / Thang / Nam

MENISON 4mg

Methylprednisolone 4 mg
Box of 5 blisters x 10 tablets

SPK / VISA: XX-XXXX-XX

S6 16 SX/ Lot
Ngay SX/ Mfg.
HD/ Exp

/4

COMPOSITION - Each tablet contains ' 7
Methylprednisolone .......................... .4 mg |

INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION AND OTHER INFORMATION
Read the leaflet inside.

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

936014

il

583630

8

Keep out of reach of children
Read the leaflet carefully before using SPECIFICATION - In-house.

Swy NOSINIW

204y yuis Bupnp Bupom yuiw Gunyo ep weyd ues |

Rx Thuéc ké don

MENISON 4mg

Methylprednisolone 4 mg
Hdp 5 vi x 10 vién nén

/4

THANH PHAN - Méi vién nén chia

Methylprednisolone ................. 4mg
Dé xa tém tay Iré em CHI PINH, CHONG GHI BINH, LIEU DUNG,
Doc ky huéng dén st dung truoe khi dung CACH DUNG VA CAC THONG TIN KHAC
Xem 1o huéng dén s dung.

. PO |
CONG TY CO PHAN PYMEPHARCO BAO QUAN - Dusi 30°C. Tranh ém va dnh séng. |
166-170 Nguyén Hué, Tuy Hoa, |
Phu Yén, Viet Nam TIEU CHUAN - TCCS.

’

GKY SAN PHAM
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Tén san pham:

MENISON 4mg_VD-23842-15_ 1294 V0

Nhan hgp

MENISON 4mg

Hoat chét - ham luong:  Methylprednisolon 4 mg

Quy cach:

Hop 10 vix 10 vién

Rx Prescription drug

MENISON 4mg

Methylprednisolone 4 mg
Box of 10 blisters x 10 tablets

COMPOSITION - Each tablet contains

Methylprednisolone ............c....ccc.o.o..... 4mg
INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION AND OTHER INFORMATION
Read the leaflet inside.

93 630

STORAGE - Store below 30°C.
Keep out of reach of children Protect from moisture and light.
Read the leaflet carefully before using SPECIFICATION - In-house.

6014

583

8

Rx Thuéc ké don

MENISON 4mg

Methylprednisolone 4 mg
Hop 10 vi x 10 vién nén

7/ 4

THANH PHAN - M&i vién nén chua
Methylprednisolone .................. 4 mg

CHI BINH, CHONG CHI BINH, LIEU DUNG,
CACH DUNG VA CAC THONG TIN KHAC
Xem t& huéng dén st dung.

BAO QUAN - Dugi 30°C. Trénh &m va énh sdng.
TIEU CHUAN - TCCS.

Dé xa tém tay tré em
Doc ky huéng dén st dung truse khi dung

CONG TY C6 PHAN PYMEPHARCO
166-170 Nguy&n Hué, Tuy Hoa,
Phi Yén, Vit Nam

M

7// 4

SBK / VISA: XX-XXXX-XX

ABMMYY

S6 10 SX/ Lot

Ngay / Thang / Nam

Ngay SX/ Mfg.

Ngay / Thang / Nam

HD/ Exp
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Nhan vi

Tén san pham: MENISON 4mg
Hoat chit - ham luong:  Methylprednisolon 4 mg

MeNISON samg MENISON 4mg MENISON 4mg

Methylprednisolone 4 mg Methylprednisolone 4 mg Methylprednisolone 4 mg
1EPHARCO PMP LABS CTY CP PYMEPHARCO PMP LABS CTY CP PYME|
ON 4mg MENISON samg MENISON 4mg MENISO
jisolone 4 mg Methylprednisolone 4 mg Methylprednisolone 4 mg Methylpredniso
- PMPLABS CTY CP PYMEPHARCO PMP LABS CTY CP PYMEPHARCO

MEeNISON 4mg MENISON 4mg MENISON 4mg

Methylprednisolone 4 mg Methylprednisolone 4 mg Methylprednisolone 4 mg
1EPHARCO PMP LABS CTY CP PYMEPHARCO PMP LABS CTY CP PYMEPHAFR

S6 16 SX: ABMMYY HD: Ngay / Thang / Nam
o
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Tén thuéc: MENISON 4mg

BANG SO SANH NOI DUNG XIN THAY POI

. VD-23842-15
29 K\;“( 70 ;\}13-\
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MiV-PA2: Thay d6i miu nhin ap dung ddi véi truomg hop sau: Thay thé nMrén hop;

Thay d6i thiét ké vi ma khéng thay déi y nghia

Noi dung da diang ky

Néi dung xin thay doi

NHAN HOP:
1. Khuyén cdo ndm & mit chinh:
e “Thuéc bdn theo don”
e “KEEP OUT OF REACH OF C
o “DEXATAM TAY TRE EM
Doc ky huéng dan sir dung truée khi dimg”

rr AT

TT DI
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2. Mt bén hop (mat tiéng Anh/tiéng Viét)
“INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION”

“CHI PINH, CHONG CHI DPINH, LIEU
DUNG, CACH DUNG”

Thong tin bao quan:

“In a dry, cool place (below 30°C). Protect from
light”

“Noi kho mat (dudi 30°C). Tranh anh sang”

NHAN HOP:
1. Khuyén cdo nam & mat chinh:
o “Thuéc ké don”
Khuyén c4o ndim & mat bén:
o “Keep out of reach of children
Read the leaflet carefully before using”
e “Dé xa tam tay tré em
Doc ky huéng dan sir dung trieée khi dimg”
2. Mat bén hop (mat tiéng Anh/tiéng Viét)
“INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND OTHER
INFORMATION”
“CHI DINH, CHONG CHI DINH, LIEU DUNG,
CACH DUNG VA CAC THONG TIN KHAC”
Thoéng tin bao quan:
“Store below 30°C. Protect from moisture and
light”

“Dwoi 30°C. Tranh am va anh sang”

Nhan vi:

idrsolone 4mg

4mg e 4mg Methylprednisc

rdnisolone 4mg Methyiprednisolone 4mg Methyiprednisolone 4mg Methyliprednisc

Nhén vi:

MenNiSON 4mg MENISON 4mg MENISON 4mg
Methylprednisolone 4 mg >
cTYcPPYMER

Methylprednisolone 4 mg Methylprednisolone 4 mg

1EPHARCO PMP LABS CTY CP PYMEPHARCO PMP LABS AF
ON 4mg MENISON 4mg MENISON 4mg MENISOR] 4
lisolone 4 mg Methyiprednisolone 4 mg Methylprednisolone 4 mg Methylprednisogahe |

PMP LABS CTY CP PYMEPHARCO PMP LABS CTY CP PYMEPHARCO ]

MEeNISON 4mg MEeENISON 4mg MENISON 4mg
Methylprednisolone 4 mg
PMP LABS CTY CP PYMEPHAF

S0 io SX: ABMMYY HD:

Methylprednisolone 4 mg
1EPHARCO PMP LABS

Methylprednisolone 4 mg
CTY CP PYMEPHARCO




S6 dang ky: VD-23842-15

/w\ e
\ A
s Y
VS N\

Tén thubc: MENISON 4mg
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BANG SO SANH NOI DUNG XIN THAY POI |+
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MiV-PA31: Thay ddi quy céch déng géi thir cip cia thudc thanh phim
N§i dung xin thay d

Yy
0 vix 10 vién

Hop 5 vi x 10 vién; Hop 1

N¢i dung da dang ky

Hop 3 vi x 10 vién; Hop 10 vi x 10 vién




