BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Ty do — Hanh phiic

S6: 8612 /QLD-BK Ha Noi, ngay 07 thang 08 nam 2023
V/v cong bd danh muc néi dung
thay d6i nho chi yéu cau théng bao
theo quy dinh tai khoan 2 Piéu 38
Théng tu s6 08/2022/TT-BYT
(bot 7)

Kinh giri: Cac co s& dang ky, co so san xuét thude lwu hanh tai Viét Nam

Thuc hién quy dinh tai Khoan 2 Diéu 38 Thong tu s6 08/2022/TT-BYT
ngay 05/9/2022 ciua Bo Y té quy dinh viéc ding ky luu hanh thude, nguyén liu
lam thudc,

Cuc Quan ly Dugc thong bao:

1. Cong bd danh muc ndi dung thay ddi nhé chi yéu cau thong bao theo
quy dinh tai Khoan 2 Piéu 38 Théong tu sb 08/2022/TT-BYT (Pot 7) tai Phu luc
dinh kém cong van nay.

2. Danh muc néi dung thay do6i nho chi yéu cau théng bao duge ding tai
trén Trang thong tin dién tor cia Cuc Quan 1y Duogc tai dia chi:
https://dav.gov.vn.

3. Béi véi cac thude, nguyén liéu lam thube trong danh muc da thuc hién
thay d6i, bo sung trong qué trinh luu hanh hodc c6 dinh chinh théng tin lién
quan dén gidy ding ky luu hanh thudc, nguyén liéu lam thude, doanh nghiép
xuét trinh van ban d3 duoc phé duyét hodc xac nhén cua B Y té (Cuc Quan ly
Duoc) véi cac co quan, don vi lién quan dé thuc hién theo quy dinh phap luat.

4. Co s6 dugce thuc hién va chiju hoan toan trach nhiém dbi véi ndi dung
thay ddi nho chi yéu cau thong bao ké tir ngay tiép nhan ghi trén phiéu tiép nhan
hoé so. Co s¢ dang ky thude, co s& san xudt chiu trach nhiém trude phap luat vé
tinh chinh xéac, trung thuc ctia thong tin thay d6i bo sung chi yéu ciu thong bao,
thuc hién luu trir ho so, tai lidu dé co quan c6 tham quyén hau kiém theo quy
dinh tai Khoan 2 Diéu 38 Thong tu s 08/2022/TT-BYT.

Trong qua trinh thuc hién néu c6 kho khin vudng méc, dé nghi thong bao
vé Cuc Quan ly Dugc dé kip thoi giai quyét.



Cuc Quan 1y Dugc théng bio dé cic co s& biét va thue hién dung cac quy
dinh hién hanh./.
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Phu luc

DANH MUC NOI DUNG THAY POI NHO CHI YEU CAU THONG BAO THEO QUY PINH TAI KHOAN 2 PIEU 38 THONG TU SO 08/2022/TT-BYT
/OLD-DK ngay / /2023 ciia Cuc Qudn ly Dwoc)

(Ban hanh kém theo Céng vin so

STT | Ténthudc | S6 Pingky | Co so Ding ky Co'sésan | Mi tiép | Ngay tiép Noi dung dé | Théng tin di dwgc phé duyét | Théng tin cip nhit thay doi
Xuét nhin hd nhén nghi thay dbi bd
SO sung/Ma phan
loai thay d6i/bd
sung
1 |Replenine-VF [QLSP-905-15|Cong ty TNHH [Co s6 san xuat [425/TDV [09/12/2019 |Thay doi dia chi |Dagger Lane, Elstree, Dagger Lane, Elstree,
Duoc phém Viét |thudc bot: Bio [XSP-N cla co s san Hertfordshire, WD6 3BX, Anh |Borehamwood, WD6 3BX,
Phap Products xuét thubc thanh Anh
Laboratory pham Bio
Limited; co s& Products
san xuat nudc Laboratory
cét pha tiém: Limited (MiV-
Hameln N9)
Pharmaceutical
s GmbH
2 |Nanokine QLSP-920-16|Cong ty CP Cong|Cong ty CP 210/TPV| 16/06/2022 | Thay d6i dia chi 1. Dia chi co so dang ky: Lo I- |1. Dia chi co s¢ dang ky: Lo I-
2000 TU ngh¢ sinh hoc Cong XSP cua co s¢ dang |5C Khu Cong Nghé Cao, 5C Khu Céng Nghé Cao,
dugc nghé sinh hoc ky va co s¢ san [Phuong Tang Nhon Phu A, Phuong Tang Nhon Phu A,
Nanogen duoc xut thuéc thanh |Quan 9, Thanh Phé HO Chi  |Thanh phd Thu Dirc, Thanh
Nanogen phim (MiV-N1; |Minh. Phd Hd Chi Minh.

MiV-N9)

2. Dia chi co s san xuét: Lo I-
5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A,
Quan 9, Thanh Phé H) Chi
Minh.

2. Dia chi co s san xuét: Lo I-
5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A,
Thanh phd Thu Pire, Thanh
Phd HO Chi Minh.




STT | Ténthudc | S6Pingky | CosoPingky | Cosésan | Ma tiép | Ngay tiép Noi dung dé | Théng tin da dwgc phé duyét | Thong tin cAp nhat thay déi
Xuét nhén hd nhan nghi thay ddi b
SO sung/Ma phan
loai thay ddi/b6
sung
3 [Nanokine QLSP-919-16|Cong ty CP Cong|Codng ty CP 210/TPbV| 16/06/2022 | Thay ddi dia chi[1. Dia chi co so ding ky: Lo I- [1. Dia chi co so ding ky: Lo I-
4000 IU ngh¢ sinh hoc Cong XSP cua co s¢ dang |5C Khu Cong Nghé Cao, 5C Khu Céng Nghé Cao,
duoc nghé sinh hoc ky va co s¢ san |Phuong Ting Nhon Phil A, Phuong Tang Nhon Phi A,
Nanogen dugc xuéit thuéc thanh [Quan 9, Thanh Phé Hd Chi  |Thanh phd Tha Dtc, Thanh
Nanogen pham (MiV-NI; |Minh. Ph6 H6 Chi Minh.
MiV-N9)
2. bia chi co s san xuat: Lo I- (2. Dia chi co s& san xuét: Lo I-
5C Khu Cong Ngh¢ Cao, 5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A, Phuong Tang Nhon Phu A,
Quan 9, Thanh Phé H) Chi Thanh phd Thu Pire, Thanh
Minh. Phd Hb Chi Minh.
4 |Nanokine QLSP-923-16|Cong ty CP Cong|Cong ty CP 210/TBV | 16/06/2022 | Thay dbi dia chi |1. Dia chi co s& dang ky: Lo I- [1. Dia chi co s¢ dang ky: Lo I-
4000 TU ngh¢ sinh hoc Cong XSPp cua co s¢ ding [5C Khu Cong Nghé Cao, 5C Khu Céng Nghé Cao,
duoc ngh¢ sinh hoc ky va co s¢ san |Phuong Tang Nhon Phu A, Phuong Tang Nhon Phu A,
Nanogen duoc xuat thudc thanh |Quan 9, Thanh Phd Hd Chi  |Thanh phé Thu Duc, Thanh
Nanogen phim (MiV-N1; |Minh. Ph6 H6 Chi Minh.
MiV-N9)
2. bia chi co s san xuat: Lo I- (2. Dia chi co s¢ san xuét: Lo I-
5C Khu Cong Ngh¢ Cao, 5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A, Phuong Tang Nhon Phu A,
Quan 9, Thanh Phé H) Chi Thanh phd Thu Pire, Thanh
Minh. Phd Hb Chi Minh.
5 |Nanokine QLSP-921-16|Cong ty CP Céng|Cong ty CP 210/TPV| 16/06/2022 | Thay doi dia chi 1. Dia chi co so dang ky: Lo I- |1. Dia chi co sé ding ky: Lo I-
10000 ITU ngh¢ sinh hoc Cong XSP cua co s¢ dang [5C Khu Cong Nghé Cao, 5C Khu Cong Nghé Cao,
duoc ngh¢ sinh hoc ky va co so san |Phuong Tang Nhon Phi A, Phuong Ting Nhon Phu A,
Nanogen dugc xuét thudc thanh [Quan 9, Thanh Phé HO Chi  |Thanh phd Thu Pirc, Thanh
Nanogen pham (MiV-N1; [Minh. Phd HO Chi Minh.

MiV-N9)

2. Pia chi co s san xuét: Lo I-
5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A,
Quan 9, Thanh Phé H) Chi
Minh.

2. Pia chi co s san xuét: Lo I-
5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A,
Thanh phd Thu Pirc, Thanh
Ph$ Ho Chi Minh.




STT | Ténthudc | S6Pingky | CosoPingky | Cosésan | Ma tiép | Ngay tiép Noi dung dé | Théng tin da dwgc phé duyét | Thong tin cAp nhat thay déi
Xuét nhén hd nhan nghi thay ddi b
SO sung/Ma phan
loai thay ddi/b6
sung
6 |Nanokine QLSP-922-16|Cong ty CP Cong|Codng ty CP 210/TPbV| 16/06/2022 | Thay déi dia chi |1. Dia chi co sé dang ky: Lo I- |1. Pia chi co s ding ky: Lo I-
10000 TU ngh¢ sinh hoc Cong XSP cua co s¢ dang |5C Khu Cong Nghé Cao, 5C Khu Céng Nghé Cao,
duoc nghé sinh hoc ky va co s¢ san |Phuong Ting Nhon Phil A, Phuong Tang Nhon Phi A,
Nanogen dugc xuét thudc thanh [Quan 9, Thanh Phé HS Chi  |Thanh phd Thu Birc, Thanh
Nanogen pham (MiV-N1; |Minh. Ph6 H) Chi Minh.
MiV-N9)
2. bia chi co s san xuat: Lo I- (2. Dia chi co s& san xuét: Lo I-
5C Khu Cong Ngh¢ Cao, 5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A, Phuong Tang Nhon Phu A,
Quan 9, Thanh Phé H) Chi Thanh phd Thu Pire, Thanh
Minh. Phd Hb Chi Minh.
7 |Ficocyte QLSP-1003- |Coéng ty CP Cong|Cong ty CP 210/TPV| 16/06/2022 | Thay d6i dia chi 1. Dia chi co so dang ky: Lo I- |1. Dia chi co s¢ ding ky: Lo I-
17 ngh¢ sinh hoc  |Cong XSp cua co' s¢ dang |5C Khu Cong Nghé Cao, 5C Khu Cong Nghé Cao,
duoc nghé sinh hoc ky va co s¢ san |Phuong Ting Nhon Phil A, Phuong Tang Nhon Phi A,
Nanogen duoc xuét thudc thanh |Quan 9, Thanh Phé HO Chi Thanh phd Thu Pire, Thanh
Nanogen pham (MiV-N1; |Minh. Phé H) Chi Minh.
MiV-N9)
2. bia chi co s san xuat: Lo I- (2. Dia chi co s¢ san xuét: Lo I-
5C Khu Cong Ngh¢ Cao, 5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A, Phuong Tang Nhon Phu A,
Quan 9, Thanh Phé H) Chi Thanh phd Thu Pire, Thanh
Minh. Phd Hb Chi Minh.
8 |Feronsure QLSP-917-16|Cong ty CP Cong|Cong ty CP 210/TPV| 16/06/2022 | Thay dbi dia chi 1. Dia chi co so dang ky: Lo I- |1. Dia chi co so diang ky: Lo 1-
ngh¢ sinh hoc  |Cong XSp cua co s¢ dang |5C Khu Cong Nghé Cao, 5C Khu Céng Nghé Cao,
duoc nghé sinh hoc ky va co s¢ san |Phuong Ting Nhon Phil A, Phuong Tang Nhon Phi A,
Nanogen dugc xuét thuéc thanh [Quan 9, Thanh Phé Hd Chi  |Thanh phd Tha Dtc, Thanh
Nanogen pham (MiV-N1; |Minh. Ph6 H) Chi Minh.

MiV-N9)

2. Pia chi co s san xuét: Lo I-
5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A,
Quan 9, Thanh Phé H) Chi
Minh.

2. Dia chi co s san xuét: Lo I-
5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A,
Thanh phd Thu Pire, Thanh
Phd HO Chi Minh.




STT | Ténthudc | S6Pingky | CosoPingky | Cosésan | Ma tiép | Ngay tiép Noi dung dé | Théng tin da dwgc phé duyét | Thong tin cAp nhat thay déi
Xuét nhén hd nhan nghi thay ddi b
SO sung/Ma phan
loai thay ddi/b6
sung
9 Feronsure QLSP-918-16 Cél’lg ty CP C()ng Cél’lg ty CP 210/TbV| 16/06/2022 Thay dél dia chi |1, Pia chi co so déng k}'l; Lo I- |1. DPia chico sd déng k}'l; Lo I-
ngh¢ sinh hoc  |Cong XSp cua co s¢ dang |5C Khu Cong Nghé Cao, 5C Khu Céng Nghé Cao,
duoc nghé sinh hoc ky va co s¢ san |Phuong Ting Nhon Phil A, Phuong Tang Nhon Phi A,
Nanogen dugc xuét thudc thanh [Quan 9, Thanh Phé HS Chi  |Thanh phd Thu Birc, Thanh
Nanogen pham (MiV-N1; |Minh. Ph6 H) Chi Minh.
MiV-N9)
2. bia chi co s san xuat: Lo I- (2. Dia chi co s& san xuét: Lo I-
5C Khu Cong Ngh¢ Cao, 5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A, Phuong Tang Nhon Phu A,
Quan 9, Thanh Phé H) Chi Thanh phd Thu Pire, Thanh
Minh. Phd Hb Chi Minh.
10 |Pegcyte SP-1187-20 |Cong ty CP Cong|Cong ty CP 210/TPbV| 16/06/2022 | Thay déi dia chi |1. Dia chi co so dang ky: Lo I- |1. Dia chi co s¢ ding ky: Lo I-
ngh¢ sinh hoc  |Cong XSp cua co' s¢ dang |5C Khu Cong Nghé Cao, 5C Khu Cong Nghé Cao,
duoc nghé sinh hoc ky va co s¢ san |Phuong Ting Nhon Phil A, Phuong Tang Nhon Phi A,
Nanogen duoc xuét thudc thanh |Quan 9, Thanh Phé HO Chi Thanh phd Thu Pire, Thanh
Nanogen pham (MiV-N1; |Minh. Phé H) Chi Minh.
MiV-N9)
2. bia chi co s san xuat: Lo I- (2. Dia chi co s¢ san xuét: Lo I-
5C Khu Cong Ngh¢ Cao, 5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A, Phuong Tang Nhon Phu A,
Quan 9, Thanh Phé H) Chi Thanh phd Thu Pire, Thanh
Minh. Phd Hb Chi Minh.
11 [Pegnano QLSP -1080- |Cong ty CP Cong|Cong ty CP 210/TBV| 16/06/2022 | Thay ddi dia chi[1. Dia chi co so ding ky: Lo I- [1. Dia chi co so ding ky: Lo I-
18 ngh¢ sinh hoc Cong XSP cua co s¢ dang |5C Khu Cong Nghé Cao, 5C Khu Céng Nghé Cao,
duoc nghé sinh hoc ky va co s¢ san |Phuong Ting Nhon Phil A, Phuong Tang Nhon Phi A,
Nanogen dugc xuét thuéc thanh [Quan 9, Thanh Phé Hd Chi  |Thanh phd Tha Dtc, Thanh
Nanogen pham (MiV-N1; |Minh. Phd HO Chi Minh.

MiV-N9)

2. Pia chi co s san xuét: Lo I-
5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A,
Quan 9, Thanh Phé H) Chi
Minh.

2. Dia chi co s san xuét: Lo I-
5C Khu Cong Ngh¢ Cao,
Phuong Tang Nhon Phu A,
Thanh phd Thu Pire, Thanh
Phd HO Chi Minh.






