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Cum Cong Nghi¢p Thanh Oai, Xa Binh Minh, Ddc lap — Tu do — Hanh phuc
Thanh Phé Ha Ngi, Viét Nam e e —
S6: 09/2025/BBVN-02
V/v:Bdo cdo vé viéc theo doi d¢ on dinh Ha Néi, ngay 24 thang 09 nam 2025

ctia thudc Lipidem

CUC QUAN LY DUGC
Kinh giri: CUC QUAN LY DUQC- BQ Y TED s KE3E )

138A Giang Vo, Phuong Giang Vo, HANoi g Ngay 2.G.19.[ 2014

Cong ty TNHH B. Braun Viét Nam xin giri 101 chao tran trong tGi Ct s
Cong ty nhan duge cong vin sé 2730/QLD-CL ngay 22/09/2025 ciia Cuc vé viée yéu

cAu bao céo vé viéce theo doi d6 n dinh cia thude Lipidem, chiing t6i xin phép giri phan
héi nhu dudi day :

a) Béo céo vé viéc theo ddi do 6n dinh cua thude Lipidem

1. Kich thuéc giot két tu xuit hién trong thudc Lipidem : Da ndp tai liéu theo cong
vin s6 09/2025/BBVN-01, s tiép nhan 5594, ngay 19/9/2025.

2. Két luan vé chat lugng cua timg 16 thude Lipidem ( dat/ khéng dat vé chi tiéu
kich thudc giot két tu ...) : Bén phia nha san xuét da 1ap ké hoach thuc hién kiém
nghiém trén cac miu luu tai co s& san xuat ( chi tiét xem phu luc I). Sau khi c6
két qua danh gid, ching t6i s& guri thong tin dén quy Cuc.

3. Xéc dinh rd hién tugng két tu c6 xay ra véi cac 16 thude luu hanh tai cac nuée
khéc hay khong . Y kién xir Iy ctia Co quan quéan 1y nha nuéc sé tai va cac nude

¢6 thude luu hanh dbi véi cac 16 thude Lipidem :

- Hién tai, chung t6i chua thé x4c dinh chinh xac nhitng 16 hang con trong thoi
han sir dung nao dang bi anh huéng. Chung t6i s& ¢6 thé cung cap thong tin
cu thé hon sau khi hoan tat viéc kiém tra mau luu.

- Phén 16n cac qudc gia da chip thuén dé xuét clia co s san xuét vé viéc phat
hanh céng van khuyén céo (vi du: D, Trung Qude, Ao, Vuong qudc Anh,
T4y Ban Nha, Argentina). Tuy nhién, mét sé quéc gia da yéu cau thu hdi cac
16 hang c6 thoi gian san xudt trén 12 thang (vi du: Ba Lan, Cong hoa Séc,
Phap, Pakistan).
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4. Tinh hinh phan phdi (tén, dia chi ciia cic co s kinh doanh da mua thude, sb
lugng mua, s6 lugng con ton dong tai timg co s&) cac 16 thude sé PKLH :
400110020223 (s6 DK cii: VN-20656-17) néu trén da nhap khau vé Viét Nam :
Chi tiét xem phu luc II

b) Tam ngimng viéc phan phdi cac 16 thude da san xudt trén 12 thang : Da thyc hién

¢) Thong bdo ngay cho cic co sé phan phdi, sir dung vé viéc sir dung bo truyén

dich €0 loc khi sir dung thude Lipidem da san xuat trén 12 thang : Da thuc hién
Chung toi cam két cung cap day du va kip thoi céc thong tin can thiét theo yéu cau cua
Quy Cuc. Trong trudng hop can thém thong tin hodc 1am rd, xin vui long lién hé¢:
Ba: Vii Thi Thu Huong - Phu trach Thong tin an toan thudc
Email: huong.vu@bbraun.com
Mobile: 034 9726762

CONG TY TNHH B. BRAUN VIET NAM
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PHU LUCI
KE HOACH THU'C HIEN KIEM NGHIEM TREN CAC MAU LUU
TAI CO SO SAN XUAT
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B. Braun Melsungen AG
Sparte Hospital Care
Global Pharmacovigilance & Patient Safety

34209 Melsungen -

-‘ll' ’
Contact Person: Dr. Franziska Rathjens Ny
i,
Telephone: 05661 71-5050 _\"
E-Mail: franziska.rathjens@bbraun.com
To Whom It May Concern Internet:
Date: 28. August 2025

Testing concept for retention samples to monitor potential agglomerate formation
of the product group Lipidem® / Lipoplus® (solution numbers 418 and 411)

Dear Ladies and Gentlemen,

In the context of the DHPC letter communicated in August 2025 regarding the formation of agglomerates
during shelf-life in Lipidem® / Lipoplus® Emulsion for infusion, a concept is presented to gain further
information on the number of batches affected by the issue. The retention samples of the batches already in
the market are to be analysed according to the following requirements.

For every batch, a destructive inspection for visible and subvisible particles is performed on two retention
samples. If several container sizes have been manufactured in a batch, each manufactured container size is
destructively tested with 2 samples.

From a market perspective, it is well advised to start with the most recently manufactured batches.
Therefore, the corresponding retention samples, starting from 11 months after the start of shelf-life, are
drawn from storage and analysed first. The further analyses takes place according to ascending age and ends
when the end of shelf-life is reached. If the formation of agglomerates is confirmed on a batch, the
supervisory authority HLfGP (Hessian State Office for Health and Care) will be informed and a batch recall
initiated.

Best regards
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PHU LUC II

TINH HINH PHAN PHOI THUOC LIPIDEM CUA CONG TY B. BRAUN VIET NAM

TAI VIET NAM
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