BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phic

sé: N“rQO/QLD PK Ha Néi, ngay 44 théng Adndm 2018
V/v didu chinh quyét dinh clp
SPK véc xin, sinh phim

Kinh gui:
- $& Y té céc tinh, thanh pho truc thudc trung uong;
- Céc cong ty dang ky co vac xin, sinh phim dugc dinh chinh.

Cuc Quan ly Duge thong bao diéu chinh mot s6 ndi dung trong Quyét dinh
cép sb dang ky vac xin va sinh phdm y té nhu sau:

1. Quyét dinh sé 239/Qb- QLD ng'ly 08/06/2016 ctia Cuc trudng Cuc Quan
ly Dugc ban hanh danh myc 30 véc xin, sinh phim y té dugc cap s6 ding ky luu
hanh tai Viét Naw - Dyt 31(SH dang ky <O hiéu luc 05 ndin):

1.1. AlbuRx 25, SDK: QLSP-967-16, do cong ty Unico Alliance Co., Ltd.
dang ky, thong tin ty 1§ phin trdm ham lugng albumin ngudi trong muc thanh
phin va quy cach dong g6i ctia mau nhan va t& hudéng dan sir dung da ghi la:
"trong d6 c6 it nhit 96% albumin ngudi"; nay dinh chinh 1a: "trong dé cé it
nhat 95% albumin nguoi'.

2. Quyét dinh sé 112/QP-QLD ngdy 27/03/2017 caa Cyc truong Cuc Quan
Iy Duge ban hanh danh myc 42 sinh phim y té dugc cap sb dang ky luu hanh tai
Viét Nam - Dot 32 (S6 dang ky c6 hiéu luc 05 nim):

2.1 REMSIMA, SbK: QLSP 1001-17, do cong ty Celltrion Healthcare
Co., Ltd dang ky, trong quyét dinh ghi dang bao ché la: "bot dong khé pha
tiém", nay dinh chinh la: "bgt dong kho pha dung dich truyén".

3. Quyét dinh sé 466/QD-QLD ngdy 24/10/2017 cia Cuc truong Cuc Quan
ly Dugc ban hanh danh myc 09 sinh phdm y té dugc cép sb ding ky luu hanh tai
Viét Nam - Dot 34 (go dang ky cé hiéu luc 05 nadm):

3.1 PARINGOLD INJECTION, SDK: QLSP-1064-17 do coéng ty JW
Pharmaceutical Corporation dang ky, trong quyét dinh ghi dang bao ché la:
"Dung dich tiém truyén tinh mach", nay dinh chinh la: "Dung tich tiém"'.

3.2 ZOMACTON 4 mg, SPK: QLSP-1063-17 do céng ty Ferring
Pharmaceuticals Ltd. ding ky, trong quyét dinh ghi dia chi cia co s& dong géi
Ferring International Center S.A. la: "Chemin de la Vergognausaz, CH-1162
St. Prex, Switzerland", nay dinh chinh la: "Chemin de la Vergognausaz S0,
CH-1162 St. Prex, Thuy Sy''.

4, Quyet dinh s6 244/QD-QLD ngay 13/04/201 8 cua Cuc trudng Cuc Quan
ly Dugc ban hanh danh myc 23 sinh phdm y té dugc cép sé dang ky luu hanh tai
Viét Nam - Dot 35 (S6 déng ky c6 hiéu luc 05 nim):

4.1 HUMALOG MIX50 KWIKPEN, SPK: QLSP-1083-18 do cong ty Eli
Lilly Export S.A dang ky, trong quyét dinh ghi hoat chét chinh, ham luong la:
"M6i 3 ml chira: Insulin lispro 300 U (twong dwong 10,5 mg)", nay dinh
chinh 1a: "M&i 3 ml chira: Insulin lispro (trong d6 50% la dung dich insulin
lispro va 50% la hdn djch insulin lispro protamine) 300 U (twong dwong
10,5 mg)".



4.2 HUMALOG MIX25, SBK: QLSP-1084-18 do cong ty Eli Lilly Export
S.A dang ky, trong quyét dinh ghi hoat chit chinh, ham lugng 1a: "M3i 3 ml
chira: Insulin lispro 300 U (twong dwong 10,5 mg)", nay dinh chinh la: "Mbi
3 ml chira: Insulin lispro (trong d6 25% la dung dich insulin lispro va 75%
13 hdn djch insulin lispro protamine) 300 U (twong dwong 10,5 mg)".

4.3. BENTARCINCapsule, SDK: QLSP-1092-18, do cong ty KOLMAR
PHARMA CO., LTD. dang ky, trong quyét dinh ghi tén thubc la:
"Bentarcmcapsule" nay dinh chinh la: "Bentarcin capsule’.

S. Quyel dinh s8 693/QD- QLD ngay 03/10/2018 cia Cuc truong Cuc Quan
ly Dugc ban hanh danh muc 21 sinh phim y té dugc cip sé ding ky luu hanh tai
Viét Nam - Dot 36 (So dang ky c6 hiéu lyc 05 nédm):

5.1 BRONCHO-VAXOM ADUILTS, SPK: QIL.SP-1115-18 do cong ty
Ever Neuro Pharma GmBH ding ky, trong quyét dinh ghi hoat chit chinh-ham
luong la: "Standardized OM-85 lyophilisate corresponding to 40 mg,
lyophilised bacterial lysate of Heamophilus influenzae, Streptococcus
(Diplococcus) pneumoniae, Klebsiella pneumoniae ssp. pneumonia et ssp.
ozaenae, Staphylococcus aureus, Streptococcus pyogenes el sanguinis
(viridans), Moraxella (Branhamella/Neisseria) catarrhalis 7 mg", nay dinh
chinh 1a: "Chét ly gidi vi khuin déng khé tiéu chuin 40 mg twong dwong
chat ly gidi vi khudn déng khd ciia Haemophilus influenzae, Streptococcus
(Diplococcus) pneumoniae, Klebsiella pneumoniae ssp. pneumonia va ssp.
owaenae, Staphylococcus aureus, Streptococcus pyogenes va sanguinis
(viridans), Moraxella (Branhamella/Neisseria) catarrhalis 7 mg".

5.2 BRONCHO-VAXOM CHILDREN, SDBK: QLSP-1116-18 do cong ty
Ever Neuro Pharma GmBH dang ky, trong quyét dinh ghi Hoat chét chinh-ham
lugng la: "Standardized OM-85 lyophilisate corresponding to 20 mg,
lyophilised bacterial lysate of Heamophilus influenzae, Streptococcus
(Diplococcus) pneumoniae, Klebsiella pneumoniae ssp. pneumonia va ssp.
ozaenuae, Staphylococcus aureus, Streptococcus pyogenes et sanguinis
(viridans), Moraxella (Branhamella/Nelcverla) catarrhalis 3,5 mg", nay dinh
chinh la: "Chat ly giai vi khuén dong kho tiéu chuin 20 mg twong dwong
chét ly giai vi khuan dong kho cua Haemophilus influenzae, Streptococcus
(Diplococcus) pneumoniae, Klebsiella pneumoniae ssp. pneumonia va ssp.
ozaenae, Staphylococcus aureus, Streptococcus pyogenes va sanguinis
(viridans), Moraxella (Branhamella/Neisseria) catarrhalis 3,5 mg".

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