BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sé: 7078/QLD-DK Ha N6i, ngay 05 thang 05 nam 2016
V/v Diéu chinh quyét dinh cép SDK vdc xin, sinh
phamy té

Kinh giri: - S6 Y té cac tinh, thanh phfS tryc thude trung wong;
- Céac cong ty dang ky co6 vac xin, sinh pham y t€ dugc dinh chinh.

Cuc Quan ly Dugc thong bao Diéu chinh mét sé ndi dung trong Quyét dinh cip sd ding
ky vic xin va sinh pham y té nhu sau:

1. Quyét dinh s6 232/QP- QLD ngay 04/9/2013 cua Cyc truong Cuc Quan ly Dugc ban
hanh danh Muc 11 vic xin, sinh phdm y t& duoc cip s6 ding ky luu hanh tai Viét Nam - Dot 21
bd sung:

1.1. CREON 25000, SbK: QLSP-0700-13 do cong ty Abbott Products GmbH (Pia chi:
Hans-Boeckler-Allee 20 30173 Hannover - Germany) dang ky, trong quyét dinh ghi dia chi cta
nha san xudt la: Justust-von-Liebig-Strabe 33, 31535 Neustadt - Germany; nay dinh chinh dja
chi chinh x4c ctia nha san xudt 1a: Justus-von-Liebig-Strabe 33, 31535 Neustadt - Germany.

2. Quyét dinh s 247/QD-QLD ngay 10/9/2013 ciia Cuc truéng Cuc Quén 1y Dugc ban
hanh danh Muc 37 sinh pham y t€ dugc cap so dang ky luu hanh tai Viét Nam - Dot 22:

2.1. MIRCERA, SBK: QLSP-0723-13 do cbng ty F.Hoffmann-La Roche Ltd (dia chi:
124- Grenzacherstrasse, CH-4070 Basel, Thuy S¥) ding kY, trong quyét dinh ghi tén, dja chi cua
nha san xuit 1a: F.Hoffmann-La Roche Ltd (Pia chi: 124-Grenzacherstrasse, CH-4070
Basel, Thuy S§); nay dinh chinh tén, dia chi chinh x4c ctia nha san xuét la: Roche Diagnostics
GmbH (DPia chi: Sandhoferstrasse 116, 68305 Mannheim, D).

3. Quyét dinh s6 585/QD-QLD ngay 03/11/2015 cua Cuc truong Cuc Quan ly Dugc ban
hanh danh Muc 26 vac xin, sinh pham y t€ dugc cap so dang ky luu hanh tai Viét Nam, dogt 29:

3.1. REPLENINE - VF, SPK: QLSP-905-15 do Céong ty TNHH Dugc pham Viét Phap
Blc s6 11B phé Hoa Béng, phuong Yén Hoa, quan Cau Giéy, Ha Noi - Viét Nam) dang ky,
trong quyét dinh ghi thong tin nha san xuat 1a: Nha san xuit hoat chit: Bio Products
Laboratory Limited; nay dinh chinh cach ghi chinh xac vai tro clia nha san xuét 1a: Nha san
xuit thudc bot: Bio Products Laboratory Limited.

4. Quyét dinh 5O 52/Qb-QLD ngay 05/02/2016 cua Cyc truong Cuc Quan ly Duoc ban
hanh danh Muyc 39 vac xin, sinh pham y t€ dugc cap so dang ky luu hanh tai Viét Nam - Dot 30:

4.1. BINOCRIT, SbK: QLSP-911-16; BINOCRIT, SbK: QLSP-912-16; BINOCRIT,
SBK: QLSP-913-16; BINOCRIT, SBK: QLSP-914-16 do cong ty Norvatis (Singapore) Private
Limited (Pia chi: 10 Collyer Quay, # 10-01, Ocean Financial Centre Singapore (049315),



Singapore) diang ky, trong quyét dinh ghi tén va dia chi ciia cac nha san xut 1a: IDT Biologika
GmbH (Pia chi: Am Pharmapark, 06861 Dessau-Rosslau, Pirc; Co sé xudt xwong:
SANDOZ GmbH (Biochemiestrasse 10, 6250 Kundl, Ao); nay dinh chinh tén va dia chi chinh
x4c clia cac nha san xuét 1a: IDT Biologika GmbH (Pia chi: Am Pharmapark, 06861 Dessau-
Roblau, Pirc; Co sé xuit xwéng: SANDOZ GmbH (Biochemiestrasse 10, Kundl, 6250, Ao).

4.2. GRAFEEL, SDK: QLSP-945-16 do cong ty DR. REDDY’S LABORATORIES
LTD. (Dia chi: 8-2-337, Road No.3, Banjara Hills, Hyderabad-500034, Telangana, India) dang
ky, trong quyét dinh ghi dia chi cua nha san xuat la: Survey No. 47, Bachupally Village,
Outbullapur Mandal, Rang Reddy District, Telangana - 500 090, India); nay dinh chinh dia
chi chinh x4c ctia nha san xudt la: Survey No. 47, Bachupally Village, Qutbullapur Mandal,
Ranga Reddy District, Telangana - 500 090, India)

4.3. ACTILYSE, SDK: QLSP-948-16 do cong ty Boehringer Ingelheim International
GmbH (Pia chi: Binger strasse 173 55216 Ingelheim am Rhein, Germany) dang ky, trong quyét
dinh ghi tén cua nha san xuét 1a: Boehringer Ingelheim International GmbH; nay dinh chinh
tén chinh x4c ctia nha san xuat 1a: Boehringer Ingelheim Pharma GmbH & Co.KG.

4.4. Trong d6 c6 san pham APIDRA SOLOSTAR, SPK: QLSP-915-16; APIDRA, SPK:
QLSP-916-16 do cong ty Cong ty TNHH Sanofi - Aventis Viét Nam (Dc: 123 Nguyén Khoai,
Quan 4, T.p. H6 Chi Minh, Viét Nam) ding ky, trong quyét dinh ghi dia chi ctia nha san xuét 1a:
Industriepark Hochst, Bruningstrasse 50, D-65926 Frankfurt am Main - Pirc; nay dinh
chinh dia chi chinh x4c ctia nha san xuét la: Industriepark Hochst, D-65926 Frankfurt am
Main - Pire.

Cuc Quan ly Dugc thong bao dé cac don vi biét./.

CUC TRUONG

Noi nhin:

- Nhu trén;

- BT. Nguyen Thi Kim Tién (de b/c);

- TT. Nguyen Thanh Long (dé blc);

- Vu Phép ché, Cuc Y té du phong, Cuc Quan
Iy kham chita bénh, Thanh tra Bo Y té, Vu X .
Trang Thiét bj va Céng trinh Y té, Cuc Truwong Quoc Cuwong
KHCN&DT, VP. NRA;

- Vién V¢ sinh dich t& trung uong, Vién Kiém
dinh quéc gia vic xin va sinh pham y té;

- Téng Cuc Hai quan - Bo Tai chinh;
- Website cua Cuc QLD, Tap chi Dugc va My
phém—Cuc QLD;
- Luu: VP, KDD, QLCL, PKT (4 ban).



