BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sb: 6574e/QLD-BK Ha Néi, ngay 19 thdng 03 nam 20 24
V/v thay d6i, bd sung dbi voi thube
da duogc cap GbKLH

Kinh gtri: Bayer (South East Asia) Pte Ltd
Dia chi: 2, Tanjong Katong Road, #07-01, PLQ3, Sngapore (437161)

Tréa 101 ho so sb tiép nhan sd 1941/22/TDNN ngay 04/11/2022 va ho s0 bd sung
kem theo cac tai liéu lién quan cua cong ty vé viéc thay ddi, bo sung déi véi thude
da duoc cap gidy dang ky luu hanh;

Can ct Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cta B Y té quy dinh
viéc ding ky luu hanh thude, nguyen liéu lam thudc;

Cén clr Bién bén tham dinh hd so thay d6i/bd sung cia cong ty, Cuc Quén ly
Dugc ¢ y kién nhu sau:

Dong y v6i ndi dung dé nghi thay ddi, bd sung duoc phé duyét kém theo cong
van nay doi véi thude Mercilon, sé dang ky VN-21679-19.

Ngoai ndi dung dugc phé duyét, cac ndi dung khac giir nguyén nhu hé so ding
ky thude Iuu tai Cuc Quan 1y Dugc.

Cac noi 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 ngay ky cdng vin ndy, cong ty
phai thuc hién theo ndi dung thay d6i da duoc phe duyét.

Cuc Quan ly Duoc thong bao dé cong ty biét va thuc hién dung c&c quy dinh vé
dang ky Ivu hanh thude./.

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

- Luu: VT, DKT ().

:Nguyén Thanh Lam



COMPARISON TABLE OF CHANGE
MERCILON (SDK: VN-21679-19)

No.

Content of change

Current
Marketing Authorization Holder

Proposed
Marketing Authorization Holder

MiV-PA36: Change
Marketing Authorization
Holder

BAYER (SOUTH EAST ASIA) PTE., LTD.
2, Tanjong Katong Road, #07-01, PLQ3,
Singapore (437161), Singapore

ORGANON HONG KONG LIMITED
Unit 48-136, 48/F, Lee Garden One, 33
Hysan Avenue, Causeway Bay, Hong
Kong

Bayer (South East Asia) Pte Ltd
2 Tanjong Katong Road,
#07-01, Paya Lebar Quarter 3,
Singapore 437161
Tek: 6496 1888 Fax: 6496 1491




Bayer (South East Asia) Pte Ltd
2 Tanjong Katong Road,
#07-01, Paya Lebar Quarter 3,
Singapore 437161
Tel: 6496 1888 Fax: 6496 1491

PROPOSED PRODUCT LABELLING - CARTON
FOIL, POUCH ,



Mercilon - Carton

Bayer (South East Asia) Pte Ltd
2 Tanjong Katong Road,
#07-01, Paya Lebar Quarter 3,

. Singapore 437161
Tel: 6496 1888 Fax: 6496 1491
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Bayer (South East Asla) Pte Ltd
2 Tanjong Katong Road,
#07-01, Paya Lebar Quarter 3,

. Singapore 437161
Tel: 6496 1888 Fax: 6496 1491

Mercilon - Foil (Front side)




Bayer (South East Asia) Pte Ltd
2 Tanjong Katong Road,
#07-01, Paya Lebar Quarter 3,
Singapore 437161 :
Tel: 6496 1888 Fax: 6496 1491

Mercilon - Foil (Back side)
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Bayer (South East Asia) Pte Ltd
2 Tanjong Katong Road,
#07-01, Paya Lebar Quarter 3,

- Singapore 437161
Tel: 6496 1888 Fax: 6496 1491

Mercilon - Pouch
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