CONG TY CP DUGCLIEU  CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG UONG 2 DPéc lip — Tw do — Hanh phic

86: 320 /DL2-TBV
PHYTOPRARMA 37/ Théng bdo thay ddi méu
nhan Duphalac (Quy cdch hip
20 gé6ix 15ml)

2

TP. Ho Chi Minh ngay 20 thang 01 ndm 2025

Kinh giri: SO Y TE NINH THUAN

Trudc tién, Cong ty C phin Dugc Liéu Trung Uong 2 xin cdm on su hd trg va hop tac clia
Quy S6¢ Y té @i voi cong ty ching toi. Trong nhiéu nim lién, cdc san phim ciia cong ty ching t6i
d4 dugc Quy S& Y té tin twéng va sir dung ¢ diéu tri cho bénh nhan.

Cong ty ching t6i trdn trong thong bdo san phim Duphalac (Quy cich hp 20 géi x 15ml) sb
ding ky: 870100067323 ciia nha san xuét Abbott Biologicals B.V. — Ha Lan dang cung tmg dén
Quy S& Y té da duoc BYT — Cuc QLD phé duyét thay d6i mAu nhin theo cong vin sé 8464e/QLD-
DK ngay 11/04/2024 (dinh kém).

Chung t6i cam két ngoai viéc thay d6i mAu nhin d3 dugc phé duyét, cac thong tin khac caa
san phém: néng d6 ham luogng, tén thude, tén va dia chi nha san xuét, tiéu chudn chit lugng, tudi tho
ctia san phdm v6i sb ding ky gia han khong thay dbi so véi sb dang ky trudc do.

Thoi gian du kién cung tng: dau thing 2/2025

Duphalac g6i v6i dién mao méi: hién dai, tién loi, va than thién véi ngudi dung. Cu thé,
duogc thay dbi thiét k& tir goi hinh chi nh4t sang géi méi dang que. V6 géi méi duoc thém méot
polyethylene terephthalate (PET) tao thanh bao bi bén 16p nhim nang cao chét lugng bao quan
phim. Lép polyethylene (PE) tiép xuc truc tiép voi thubc tudn thi theo Dugc dién Chau Au va ca
quy dinh lién quan dén bao bi tiép xiic voi thue phdm nhim dam béo an toan cho ngudi sir dung. Thé
tich/ham luong mi géi khong ddi,15ml/10g lactulose trén mdi goi. Kich thudc va thiét ké cia vo
hop Duphalac hdp 20 géi x 15ml dugc thay d6i phi hop véi quy cach déng géi moi.
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Hinh 1. Bao bi cii Hinh 2. Bao bi méi
Duphalac hép 20 géi x 15ml Duphalac hép 20 géi x 15ml

Véi thiét k& mai, chiing t61 mang dén trai nghiém t5t hon cho bénh nhan: dé sir dung, dé mang
theo, d& bao quan, thong tin d& doc va chét luong san phim dim bao theo tiéu chuin Abbott.



Thay dbi nay s& dugc 4p dung cho céc 16 hang dugc nhap khéu v& Viét Nam tir thang 1/2025.
Tuy nhién trong giai doan chuyén giao, sin pham s& dugc lru hanh trén thi trudng song song véi hai
loai m4u nhén cii va moi.

Céng ty chn thanh cam on sy hop tic clia Quy S& Y té.

Trén trong kinh chao./.
PAI DIEN CONG TY
Noi nhin: ﬂyﬂ/
- Nhwtrén;
- LuuVT .
1A D ANTHAU BENE VIEM
Tai liéu dinh kém: Hoang Van Phiir

CV 8464¢/QLD-DK ngay 11/04/2024




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tr do - Hanh phiic
S8: 8464e/QLD-DK Ha Néi, ngay 11 thdng 04 ndm 20 24
V/v thay dbi, bd sung dbi véi thudc
da duoc cap GPKLH

Kinh giri: Abbott Laboratories (Singapore) Private Limited
Dia chi: 3 Fraser Street, #23-28 DUO Tower Singapore 189352

Tra 151 hd so sb tiép nhén s6 85/23/TDNN ngay 30/01/2023 va hd Ry bd sung
kém theo céc tai liéu lién quan cla cong ty vé viéc thay ddi, bd sung dbi véi thudc
d3 dugc cap gidy ding ky hru hanh;

Cin ct Thong tur sb 08/2022/TT-BYT ngay 05/9/2022 cua Bo Y t& quy dinh
viéc ding ky luu hanh thudc, nguyen Jiéu 1am thudc;

Cén cir Bién ban thdm dinh hd so thay d8i/bd sung ciia cong ty, Cuc Quan ly
Dugc coy kién nhur sau:

Dong y v6i nfi dung d& nghi thay d6i, bd sung dugc phé duyét kém theo cong
vin nay d6i voi thudc Duphalac, s6 dang ky 870100067323.

Ngoai ndi dung duge phé duyét, cac ndi dung khic giir nguyén nhu hd so ding
ky thudc Iwu tai Cuc Quan ly Dugc.

Céac ndi dung thay dbi, bo sung néu trén dugc thue hién ké tir ngay ky cong van
nay. Riéng ndi dung thay 8, sau 12 thang k& tir ngdy ky cong vin nay, cong ty
phai thyc hién theo ndi dung thay d6i da duge phe duyét.

Cuc Quan ly Dugc thong bao d2 cong ty biét va thyc hién ding cic quy dinh vé
ding ky luu hanh thudc./.

Noi nhin: KT. CUC TRUON G
- Nhu trén; PHO CUC TRUONG
- Cyc trudng (dé bic);

- Luu: VT, BKT 0.

Nguyén Thanh Lim
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ompara abie:of current and proposed faminate

Date: 174 Nov 2092

Version Nusiber: 1.6

Subject: Comparative table of ciirrent pack (Sachet) and proposed pack (Stick) laminate.

Change in shape-or dimensions of coritainer

A= Sachet :
Ex:stmg lesagn

Shck

Proposed Desxgn

" .I?,R?ﬁ’t‘»ional' 18

Gréyarea is text free-aréa

ABSKE

Currenﬂy regstered sachet
(dual sachet) contains 2 sing
sachetsof ISmi/ 10°g each,
sealed together: Only
dimension of sachet is
different from those of
proposed smgle stick
presentation: The voluie
content per sachet-and stick
remains same: 15 ml/ 10 g of
lactulose per pack,

e
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Lawingte compesition change

“Version Nuibber: 1.0

» Sachet : Stick L] Rational ‘
E‘nstmg pmnary packmg Proposed pmmary packmg mateml %
matenal (3-1ayer lammate) (4—layer lammate) o
s poly etkyiene . polyethylene terephthala te Imp1 oved pr chsmbﬂuy of
tezephfha;ate (pET) (PET): 12 pm laminate on stickfilling line
12.0 pmx » softfempered alominum: § . | for improved sealﬁ:gg efficacy..
» 561t tempered atominum: | * PO yetliylene: tetephthala‘fe teoncerns infroduction of an
8.5 (PET): 12 ym additional layer of
'« polyethylene® (PE): 50 pim polyethylene 'terephthalate

(I.BPB’}‘ 50 0 m

*Monomers used: ethylene.and

PET) betweer, aluminium:
layerand polyethylene 1aye1

{PE). The description of

- thionomer used in PF layerhas
| ‘beer adapted stighily. PE layer
‘ -whlch is: m coxxtacf with
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RDSICert0H880311. Version Number; L&
Comparanve table of et and propased faminate

Packing maferial speclﬁcafmn chiange

Test Parameters Sachet o

: ayer Iaﬁ;;nate); I

Idenmy mcc.mpheswuh 7 .:Comhesmth NoChange R

Seisgh  [SBN/mi |=40N/lsmm | Tighteing ofspec

Thickness of | 7.8— 127 i 5 pm 6% Tightening 0T spec
aluminitim layer

»

Fondswengh | PET_ATUSNe |PET—ALU225 | Tightening of spec
betweenlayers. | deloimROn | ry-pET230 | Bond stength regards
{In N/15mm) | pairwise testing of twe-
adjacent layers. Because:

‘deﬁma@ PET“ PE? 3.5

-:4-1aye1 Iannnate, an

| additional bond strengfh _
‘test is inchuded. Limits are- |
in accordance,

Anglytical test method chang:s:‘féi"fﬁa?eﬁlifg material

[TestParameters |~ = Sachet | = “Stick | Rational
i | - Existing method | Prop%edmethod Ess

Tentity | IR spectrophotometry | FTIR, Tustification provided in
spectiophotometty RDStCert005671

Sealstrength. | Visual ' — [ASTMF88 Justification: for ‘teplacement

Bond strength. | Visual ASTM F904 to: ASTM method

| provided in RDStCert004151_






