DANH SACH CO SO THU TUO'NG PU'O'NG SINH HOC CUA THUOC
(Cap nhat dén ngay 07/5/2021)

TEN CO' SO DIA CHI PHAM VI CHU'NG NHAN NGUO1CHIU TNCM | GIAY CH'NG MA SO NGAY CAP NGAY HET HAN
VE DUQC NHAN/ CONG VAN
Vién Kiém nghiém thudc |+ Co s& 1: S 48 Hai Ba 1. Cac phép thir V4t ly/ Héa hoc Gidy chirng nhan dap 207/GCN-QLD 09/04/2021 04/09/2023
Trung wong Truwng, quan Hoan Kiém, 2. Cac phép thir Vi sinh rng WHO-GLP, OECD-
thanh phd Ha Noi. 2.1 Thir vo khuan GLP
+ Co s& 2: dworng Twu Liét, (2.2 Thir gidi han nhi@m khuan
x3 Tam Hiép, huyén Thanh [2.3 Xac dinh hoat lyc thuSc khang sinh bang phuong phap thir vi sinh vat
Tri, thanh phd Ha Noi. 2.4 Xac dinh hiéu qua khang khuan cla chat bdo quan
2.5 Dinh lwgng hoat tinh vitamin B12 bing phwong phap vi sinh vat
2.6 Dinh tinh va dinh luwgng vi sinh vat trong ch& pham probiotic
2.7 Binh tinh vi sinh vat bang ky thuat PCR
3. C4c phép thir Dugc ly/ Sinh hoc
3.1 Phép thir ndi déc té vi khuan
3.2 Pinh tinh, dinh lugng bang phwong phép ELISA
3.3 Pinh tinh, d6 tinh sach, gidi han tap bang phwong phap dién di mié&n dich, dién di trén
gel
3.4 Dinh tinh, Binh lwvgng Alpha chymotrypsin, Trypsin, Bromelain
3.5 Dinh lwvgng enzyme (Amylase; Protease; Lipase; Pancreatin; Lysozym; Papain;
Van ban thong béo co 3536/QLD-CL 12/04/2021 04/09/2023

Nattokinase...)

3.6 Dinh lvgng Heparin, Oxytocin, Insulin

3.7 Tap chét lién quan, gidi han céc protein phén t& lwgng cao bang séc ky ray phan to
3.8 Thir nghiém tan huyét

3.9 Thir kha nang gay huyét khéi

3.10 Dgc tinh t& bao

3.11 Phép thr histamine

3.12 Phép thir cac chat ha ap

3.13 Thr chat gay s6t

3.14 Thir ddc tinh bat thuong

3.15 Thir nghiém trong da

3.16 Thir nghiém toan than/Thir ddc tinh toan than

3.17 Thir an toan

3.18 Thir nghiém kich &ng da

3.19 Thir nghiém qua man mién dich mudn/ Thir kha ning gy nhay cam da

3.20 Thir nghiém kich (rng mat

3.21 Doc tinh cdp qua da

3.22 Péc tinh cap duwdng udng

3.23 Doc tinh lidu I3p lai 28 ngay/ 90 ngay

4. Phép thir khac

4.1 Dinh tinh, dinh lwvgng dwgc chat, chat chuyén héa trong dich sinh hoc.

* Pham vi chirng nhan bao gdm cac thir nghiém d&i véi mau thudc, nguyén liéu lam
thuéc, bao bi ti€p xuc tryc ti€p véi thudc, my phdm, thuc phdm bao vé strc khoe, dich
sinh hoc dé thir twong duong sinh hoc clia thudc.

* Pham vi chirng nhan bao gdm ca thudc gy nghién, huéng than, tién chat; thudc dang
phdi hgp chira dugc chat gay nghién, hudng than, tién chat dung lam thudc; thudc chira
dugc chat thudc Danh muc thudc ddc va nguyén liéu ddc lam thudc; thudc chira dugc
chat thudc danh muc thudc, dugc chat thudéc Danh myc chat cdm sir dung trong mot s6
nganh, linh vyc.

s& dap Ung diéu kién

thyc hién thir twong

duong sinh hoc cda
thudc




DANH SACH CO SO THU TUO'NG PU'O'NG SINH HOC CUA THUOC
(Cap nhat dén ngay 07/5/2021)

TEN CO' SO DIA CHI PHAM VI CHU'NG NHAN NGUO1CHIU TNCM | GIAY CH'NG MA SO NGAY CAP NGAY HET HAN
VE DUQC NHAN/ CONG VAN
Vién Kiém nghiém thuéc |S6 200 C6 Bic, phudng C6  |1. Cac phép thir Vat Iy/ Hoa hoc Gidy chirng nhan dap 250/GCN-QLD 05/05/2021 27/08/2023
thanh phd Hb Chi Minh |Giang, quan 1, thanh phé  [2. Cac phép thir Vi sinh rng WHO-GLP, OECD-
H® Chi Minh 2.1 Thir v6 khudn GLP
2.2 Thir gidi han nhiém khuéan
2.3 Xac dinh hoat lyc thudc khang sinh bing phuong phép thir vi sinh vat
2.4 Xac dinh hiéu qua khang khuan cla chat bdo quan
2.5 Dinh lwgng hoat tinh vitamin B12 bing phwong phap vi sinh vat
2.6 Dinh tinh va dinh luwgng vi sinh vat trong ch& pham probiotic
2.7 Pinh tinh vi sinh vat bang k§ thuat PCR Van ban thong béo co 4965/QLD-CL 06/05/2021 27/08/2023

3. C4c phép thir Dugc ly/ Sinh hoc

3.1 Phép thir ndi déc té vi khuan

3.2 Pinh tinh, dinh lugng bang phwong phép ELISA

3.3 Dinh tinh, dinh lugng Alpha chymotrypsin, Trypsin, Bromelain

3.4 Dinh lvgng enzyme (cac enzyme: amylase, papain, lipase, lysozyme...)

3.5 Phép thir cac chat ha 4p

3.6 Thir chét gy s6t

3.7 Thir déc tinh bat thudng

3.8 Doc tinh cdp qua da

3.9 Doc tinh cip duwdng udng

3.10 Déc tinh bén truong dién

3.11 Thir nghiém kich &rng mat

3.12 Thir nghiém phan (rng toan than

3.13 Thir nghiém tiém trong da

4. Phép thir khac

4.1 Dinh tinh, dinh lvgng duoc chat, chat chuyén héa trong dich sinh hoc.

* Pham vi chirng nhan bao gom céc thir nghiém déi véi mau thudc, nguyén liéu lam
thudc, bao bi ti€p xuc truc ti€p véi thudc, my pham, thuc phdm bao vé sirc khoe, dich
sinh hoc dé thir twong duong sinh hoc clia thudc.

* Pham vi chirng nhan bao gdm ca thudc gay nghién, huéng than, tién chat; thudc dang
ph8i hgp chira duoc chat gay nghién, hudng than, tién chat dung lam thudc; thudc chira
dugc chat thudc Danh muc thuc ddc va nguyén liéu doc lam thudc; thudc chira dugc
chat thudc danh muc thudc, dugc chat thudéc Danh muyc chat cdm sir dung trong mot s&
nganh, linh vyc.

s& dap Ung diéu kién

thye hién thir twong

duong sinh hoc cla
thudc




DANH SACH CO SO THU TUO'NG PU'O'NG SINH HOC CUA THUOC
(Cap nhat dén ngay 07/5/2021)

TEN CO' SO BIA CHI PHAM VI CHUNG NHAN NGU'®1CHIU TNCM | GIAY CHUNG MA s6 NGAY CAP NGAY HET HAN
VE DUQC NHAN/ CONG VAN
Tong Cong ty Dwgre Viét [+ S8 12 Ngd T4t T6, phuong |1 Cac phép thir Vat ly/ Héa hoc Pang Kidu Hung Gidy chirng nhan dap 150/GCN-QLD 13/04/2020 01/11/2022
Nam - CTCP - Trung tdm |Van Miéu, quan Déng Da, 1.1 Pinh tinh bing phwong phap hda hoc irng OECD-GLP
nghién cru va phat trién [thanh phd Ha Noi (Thir 1.2 Pinh tinh, dinh lwvgng bing phuwong phap quang phd tir ngoai va kha kién
khoa hoc céng nghé  |thudc trén lam sang dé 1.3 Pinh tinh, dinh lwgng, xac dinh tap chat bing phuong phép sic ky 1dng
duoc nghién ctru twong dwong  |1.4 Thir 46 ddng déu khéi lwgng
sinh hoc); 1.5 Thir d6 ddng déu ham lugng
+56 160 Ton Birc Thing, 1.6 Thir d6 ddng déu cla don vi phan ligu
phudng Hang Bét, quan 1.7 Thir d6 hoa tan ctia dang thuéc ran phan ligu
Ddng Da, thanh phd Ha Noi [1.8 Binh lwgng duoc chat, chat chuyén hoéa trong dich sinh hoc biang phuong phap sac ky
(Kiém nghiém thuéc, long.
nguyén liéu lam thudc); * Pham vi chirng nhan bao gém ca thudc dang phdi hgp chira duoc chat gay nghién,
hudng than, tién chat dung lam thudc; thudc chira dugc chat thudc Danh muc thudc doc
va nguyén liéu ddc lam thudc; thudc chira dugc chat thudc danh muc thudc, dugc chat
thudc Danh muc chat cdm st dung trong mot s& nganh, linh virc.
1. Dich vy thir twong duwong sinh hoc cla thudc; Gidy chirng nhan dd 491/PKKDD-BYT 22/10/2020
2. Dich vu kiém nghiém thuéc, nguyén liéu lam thudc. diéu kién kinh doanh
duoc
Coéng ty ¢ phan nghién [S6 192 phé Dic Giang, 1. Cac phép thir Vat ly/ Héa hoc Ha Thj Thanh Huong | Gidy chirng nhan dap 151/GCN-QLD 13/04/2020 04/03/2023
ctru va kiém nghiém  |phuong Thuong Thanh, 1.1 Pinh tinh bing phwong phap héa hoc irng OECD-GLP
thudc AQP quan Long Bién, thanh phd |1.2 Binh tinh, dinh lwgng bang phuong phap quang phd tir ngoai va kha kién
Ha Noi 1.3 Thir d6 ddng déu khai lvgng
1.4 Thir d6 ddng déu ham lugng
1.5 Thir d6 ddng déu cla don vi phan ligu
1.6 Thir d6 hoa tan ctia dang thudc ran phan ligu
1.7 Pinh lwgng dwoc chat, chat chuyén héa trong dich sinh hoc bing phwong phap séc ky
long.
* Pham vi chirng nhan bao gdm ca thudc dang phdi hgp chira duoc chat gay nghién,
hudng than, tién chat dung lam thudc; thudc chira dugc chat thudc Danh muc thudc doc
va nguyén liéu ddc lam thudc; thudc chira dugc chit thudc danh muc thudc, dugc chat
thudc Danh muc chat cdm st dung trong mot s& nganh, linh virc.
1. Dich vu thir twong duwong sinh hoc cla thudc; Gidy chirng nhan dd 492/DKKDD-BYT 22/10/2020

2. Dich vu kiém nghiém thuéc, nguyén liéu lam thudc.

diéu kién kinh doanh
duoc




DANH SACH CO SO THU TUO'NG PU'O'NG SINH HOC CUA THUOC
(Cap nhat dén ngay 07/5/2021)

TEN CO' SO

DIA CHI

PHAM VI CHU'NG NHAN

NGUO1 CHIU TNCM
VE DUQC

GIAY CHUNG
NHAN/ CONG VAN

MA SO

NGAY CAP

NGAY HET HAN

Vién Céng nghé duoc
pham Qudc gia

13 -15Lé Thanh Téng,
Quan Hoan Kiém, Ha Noi

1 Dinh tinh, dinh lwgng, xac dinh tap chat lién quan bang phuong phéap sac ky long
2 Pinh tinh, xac dinh tap chat lién quan bang phuong phap séc ky I6p mong

3 Pinh tinh, dinh lvgng, xac dinh tap chat lién quan bang phwong phap quang phd hap
thu tlr ngoai va kha kién

4 Binh tinh bang phuong phap quang phé héng ngoai

5 Xac dinh chi s6 pH

6 Xac dinh gdc quay cyc va goc quay cuc riéng

7 Xac dinh nhiét dd ndng chay, khodng ndng chay

8 Phuong phép chudn do thé tich

9 Gidi han cho phép vé thé tich, ndng d8, ham lugng thudc

10 Thir 46 dong déu ham lugng

11 Thir d6 dong déu khéi lvong

12 Thir d6 hoa tan cda vién nén va nang

13 Thir d6 r3 cda vién nén va nang

14 Binh lugng dwoc chat trong dich sinh hoc bang phwong phap sic ky 1dng

Gidy chirng nhan dap
rng WHO-GLP

338/GCN-QLD

04/08/2016

04/08/2019

Trung tam thir nghiém
1am sang va twong
dwong sinh hoc - Hoc
vién Quan Y

S8 222 dudng Phung Hung,
Quéan Ha Pang, Thanh phd
Ha Noi

1 Binh tinh, dinh lwong, xac dinh d6 dong déu ham lwgng béng phuong phap quang phd
tlr ngoai va kha kién

2 Dinh tinh, dinh lvgng, xac dinh do dong déu ham lwgng bang phuong phap sic ky long
v&i detector tir ngoai kha ki&n (UV-VIS), huynh quang (FR), kh&i phé (MS)

3 X4c dinh d6 hoa tan bang phuong phép sic ky 16ng, quang phd tir ngoai va kha kién

4 Binh lwgng dugc chat trong dich sinh hoc bing phuong phép sic ky 1dng véi detector tir
ngoai kha ki€n (UV-VIS), huynh quang (FR), khéi phé (MS)

Gidy chirng nhan dap
rng OECD-GLP

466/GCN-QLD

15/08/2019

16/01/2022




