DANH SACH CAC PQ'T PANH GIA THU’C HANH TOT (GxP) PA TIEN HANH NAM 2022
( Cap nhat téi ngay 06/06/2022 )

. a . . “ - TIEU THOI GIAN
TT TEN CO' SO DIA CHI CO' SO PHAM VI PANH GIA CHUAN DANH GIA
Gom 45 do't danh gia (42 dot danh gia GMP, 2 dg't danh gia GLP va 1 dgt danh gia GMP bao bi)
1 |Céngty cd phan S8 166-170, phd * ThuBc san xuat v trung: Thudc déng kho (Thubc tiém bdt ddng khé ddéng lo); Thudc dang 1dng thé tich nhoé (Dung dich tiém ddng lo va déng 6ng); Thudc WHO-GMP | 06-08/01/2022
Pymepharco Nguyén Hug, phuong  |dang ran va cay ghép (Thudc bdt pha tiém chira khang sinh nhém Cephalosporin déng 1g).
7, thanh phé Tuy Hoa, |* Thudc tiét trung cudi: Thudc dang 1dng thé tich nhoé (Dung dich tiém déng 6ng).
tinh Ph Yén. * Xuat xwdng thudc vo trung (Tat ca cac dang thudc & muc: Thudc san xuat vé trung va Thudc tiét trung cudi).
* Thubc khong vé trung: Vién nang cirng (bao gdm ca thudc chira khang sinh nhém Cephalosporin); Vién nang mém; Dang bao ché ran khac (Thudc bot,
thudc cdm (bao gdm ca thudc chira khang sinh nhém Cephalosporin)); Vién nén (Vién nén, vién nén bao phim (bao gdm ca thudc chira khang sinh nhém
Cephalosporin)).
* Xuat xwdng thudc khéng vo trung (Tat ca cac dang thudc & muc: Thudc khdng vé tring).
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
* Pong goi thi cap: Tat ca cac dang thudc & muc Thudc san xuat vé trung, Thudc tiét tring cudi va Thudc khéng vé trung.
* Kiém tra chat lwong: Vi sinh (D6 vo trling; Gidi han nhiém khuan; Pinh lugng hoat luc khang sinh bang vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N&i doc t8 vi
khu&n).
(*Pham vi chitng nhan bao gbm ca thudc gy nghién, hudng than, tién chat; thudc dang phéi hop chira dugc chat gy nghién, hudng than, tién chat dung
lam thudc; thudc thudc Danh muc thudc, dwoc chat thudéc Danh muc chat cAm st dung trong mét s6 nganh, linh vire; thudce thudc Danh muc thudc déc,
nguyén liéu doc lam thudc (trir thudc chira chat déc té bao/kim té bao va hormon sinh duc).*)
2 |Congty c6 phansan |21 duong 18, khu phd |* Thudc dwoc lidu, thudc ¢ truyén: Vién nang cirng; Dang bao ché rdn khéc (Thudc bdt, thudc com). WHO-GMP 08-01-2022
xuat Nature Lifecare |3, phuwdng Linh Chigu, |* Xuat xudng thudc duoc lidu, thubc cb truyén.
thanh phd Tha Birc, * Pong goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc cé truyén.
thanh ph& H6 Chi Minh |* Déng géi thir cap: TAt ca cac dang thudc & muc Thudc dugc liéu, thudc cé truyén.
(*Pham vi chitng nhan bao gbm ca thudc chira dwoc liéu thuéc Danh muc dugc liéu déc lam thuée.*)
3 [céngty c6 phan 19 dudng 18, khu phé  [* Thudc duoc liéu, thudc cé truyén: Thudc duing ngoai dang 16ng (Dung dich nhé mili, dung dich xit mii). WHO-GMP 08-01-2022
Dwoc Nature Viét 3, phuong Linh Chiéu, |* Xuat xudng thudc dugc lidu, thudc cé truyén.
Nam thanh phd Tha Burc, * Péng goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc cé truyén.
thanh phd H6 Chi Minh [* Déng géi thir cap: Tt ca cac dang thudc & muc Thudc duoc liéu, thudc ¢6 truyén.
* Kiém tra chat lugng: Vi sinh (Gidi han nhidm khuan); Héa hoc / VAt Iy.
4 |Cong ty c6 phan S6 1/67 Nguyén Vin * ThuBc san xuat vo trung: Thudc dang 16ng thé tich nhd (Thudc nhd mét, thudc nhd miii; Thudc nhd tai, thudc xit mii, thudc xit tai (cung cdng thirc va ngudn | WHO-GMP | 11-12/01/2022

Duwoc phdm Duoc
liéu Pharmedic

Qua, phuong Dong
Hung Thuan, quan 12,
thanh phd H6 Chi Minh.

nguyén liéu nhu thudc nhd mat)).

* Xudt xwdng thudc vo trung (Tat ca cac dang thubc & muc: Thudc san xuat vo trung).

* ThuBc khdng vé trung: Vién nang cirng; Thudc dung ngoai dang 1dng (Dung dich, hdn dich duing ngoai; Dung dich bom trirc trang; Thudc nhd tai); Thudc
udng dang 1dng (Dung dich, sird, hdn dich, gel); Dang bao ché ran khac (Thudc bot, thudc cdm); Thudc dang ban rén (Thudc kem, thudc gel, thusc m&); Vién
nén (Vién nén, vién nén bao phim, vién nén bao dudng); Thudc khdng vé tring khac (D3u xoa; Ong hit; Vién nén sli bot, thudc bét sti bot, thudc c8m sdi
bot; Vién nén chira than hoat).

* Xudt xwdng thudc khdng vo trung (Tat ca cac dang thudc & muc: Thudc khdng vo trung).

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.

* Péng goi thir cAp: Tat ca cac dang thudc & muc Thudc san xuat vé trung va Thudc khéng vé trung.

* Kiém tra chat lwong: Vi sinh (D6 vo trung; Gidi han nhiém khuan; Pinh lugng hoat Iuc khang sinh bang vi sinh vat); Héa hoc / V4t ly; Sinh hoc (N6i doc t8 vi
khuan).

(*Pham vi chirtng nhan bao gbm ca thudc gy nghién, hudng than, tién chat; thudc dang phéi hop chira dugc chat gy nghién, hudng than, tién chat dung
lam thudc; thudc thudc Danh muc thudc, dugc chat thudc Danh muc chat cAm sir dung trong mét s& nganh, linh vic; thudc thudc Danh muc thuéc déc,
nguyén liéu doc lam thudc (trir thudc chira chat déc té€ bao/kim té bao va hormon sinh duc).*)
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5 |Congty cd phan S8 27, duong 3A, khu  [* Thudc tiét trung cudi: Thudc dang 16ng thé tich I6n (Dung dich tiém truyén). WHO-GMP | 13-14/01/2022
dwoc phdm Otsuka  |cOng nghiép Bién Hoa |* Xuat xudng thudc vé trung (TAt ca cac dang thudc & muc: Thudc tiét tring cudi).
Viét Nam I, phuwong Long Binh,  |* Pdng gdi thir cap: Tat ca cac dang thuc & muc Thudc tiét trung cudi.
thanh phé& Bién Hoa, * Kiém tra chat lwong: Vi sinh (D6 vo trling; Gidi han nhiém khuan; Pinh lugng hoat luc khang sinh bang vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N6i doc t8 vi
tinh Péng Nai. khuan).
6 |Congty TNHH Duwoc |S6 13, duong 9A, khu  |* Thudc khong vé triung: Vién nang ciing; Thudc udng dang 1dng (Dung dich uéng; HAn dich udng; Nhii dich udng; Sird); Dang bao ché ran khac (Thudc bot, WHO-GMP | 14 -15/01/2022
pham Shinpoong cong nghiép Bién Hoa |thudc c6m); Thudc dang ban rdn (Thudc kem, thudc gel, thudc m& dung ngoai (bao gdbm ca thudc chira corticosteroid)); Vién nén (Vién nén, vién bao phim).
Daewoo I, phuwong An Binh, * Xut xwdng thudc khdng vo trung.
thanh phd Bién Hoa, * Péng goi so cap: Tat ca cac dang thudc & muc Thudc khéng vé trung.
tinh Ddng Nai. * Péng goi thir cap: T4t ca cac dang thudc & muc Thudc khdng vé trung.
* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuan; Binh lugng hoat lyc khang sinh bang vi sinh vat); Héa hoc / Vat ly.
7 |Céngty TNHH Dwge (S8 13, dwong 9A, khu  |* ThuSc chira héc mdn corticosteroid: kem, gel, m& WHO-GMP | 14-15/01/2022
pham Shinpoong cong nghiép Bién Hoa
Daewoo I, phuong An Binh,
thanh phd Bién Hoa,
tinh Déng Nai.
8 |Céng ty c6 phan Xuat |* S& 66, qudc 16 30, «Cosdl» WHO-GMP 15-16/01/2022
nhap khau Y t& phudng My Phd, thanh [* Thudc khong vo trung: Vién nang cing (bao gdm ca thudc chira khang sinh nhém Cephalosporin va Penicillin); Vién nang mém; Dang bao ché ran khac
Domesco phé Cao Lanh, tinh (Thuéc bét, thudc cdm (bao gdm ca thudc chira khang sinh nhém Cephalosporin va Penicillin)); Vién nén (Vién nén, vién nén bao phim (bao gdm ca thudc
Pong Thap (Cosa 1) chtra khang sinh nhém Cephalosporin va Penicillin); Vién nén bao dudng); Thudc khéng vé trung khéac (Vién nén sli bot, thudc bét sui bot, thudc cém sui
* Cum cdng nghiép Can |bot).
L6, 4p An Dinh, x3 An  |* Xuat xwdng thudc khong vé trung (Tat ca cac dang thudc & muc: Thuéc khdng vé trung).
Binh, huyén Cao Lanh, |* Pdng gdi so cap: Tat ca cac dang thudc & muc Thudc khéng v trung.
tinh Déng Thap (Co sd [* Ddng goi thir cap: Tat ca cac dang thudc & muc Thudc khéng vé trung.
2) * Kiém tra chat lugng: Vi sinh (Gidi han nhi&m khuén; Dinh lvgng hoat lwc khang sinh béng vi sinh vat); Héa hoc / Vat ly.
«Cosd2»
* Thubc duoc lidu, thudc c6 truyén: Vién nang cirng; Dang bao ché rén khac (Thudc bot, thudc cdm); Vién nén (Vién nén, vién nén bao phim).
* Xudt xwdng thudc duoc liéu, thudc cd truyén (Tat cd cac dang thudc & muc: Thudc duoc lidu, thudc c6 truyén).
* Nguyén liéu tir duoc liéu: Cao dugc liéu (Cao dic, cao 1dng, cao khd); C8m, bét dugc liéu; Khac (Hoat chat tinh khiét chiét xuat, tinh ché tir dugc liéu
(Piperin tlr ho tiéu, Curcumin tr nghé, B-caroten tir gic); Tinh dau).
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc cé truyén; Khac (Nguyén lidu tir dugc lidu).
* Péng goi thir cap: Tat ca cac dang thudc & muc Thudc dwoc liéu, thudc ¢b truyén; Khac (Nguyén liéu tir dugc liéu).
(*Pham vi chirng nhan bao gbm ca thudc dang ph&i hop chira dugce chat gy nghién, hudng than, tién chat dung lam thudc; thudc thudc Danh muc thudc,
duoc chat thudc Danh muc chat cdm st dung trong mét s& nganh, linh vuec.
*)
9 |Céngty C6 phan S6 36, dai 16 Hiru Nghi, [* Thudc sdn xut vo trung: Thudc dang ran va cdy ghép (Bot pha tiém chira khang sinh nhém Cephalosporin). WHO-GMP 15-16/1/2022

Trust Farma Quéc té

khu céng nghiép Viét
Nam - Singapore,
phuong Binh Hoa,
thanh phd Thuén An,
tinh Binh Duong.

* Xudt xwdng thudc vé trung.

* Thubc khong vé trung (chira khang sinh nhém Cephalosporin): Vién nang clng (Vién nang ctrng); Dang bao ché ran khéc (Thudc bdt, thudc cém); Vién nén
(Vién nén, vién bao phim).

* Xudt xwdng thudc khdng vo trung.

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.

* Péng goi thir cap: Tat ca cac dang thuSc & muc ThudSc san xuat vo trung; ThuSc khdng vé trung.

* Kiém tra chat lwgng: Vi sinh (P8 vo tring; Gidi han nhiém khuan; Pinh lugng hoat luc khang sinh bang vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N&i doc t8 vi
khuan).
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10 |céngty Dwoc phdm |Khu Cong Nghiép My  [* Thudc khéng vé trung: Thudc duing ngoai dang 1dng (Dau xoa); Thudc khéng vé tring khéc (Ong hit). WHO-GMP 17-01-2022
TNHH Leung Kai Fook |Xuan A2, Phudng My |* Xuat xudng thudc khéng vé trung.
Viét Nam Xuan, Thi X3 Pha My,  [* Ddng gdi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
Tinh Ba Ria-Viing Tau  |* Ddng gdi thir cap: Tat ca cac dang thudc & muc Thudc khéng vé trung.
* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat ly.
11 |Céng ty c6 phan S8 04 duong Quang * ThuBc san xuat vo trung: Thudc san xuat vo trung khac (Thudc nhd mat). WHO-GMP | 19-20/01/2022
Duworc- Vattu Y té Trung, phudng Ngoc * Thudc tiét trung cudi: Thubc dang 1&dng thé tich nhd (Dung dich tiém).
Thanh Héa Trao, thanh phd Thanh |* Xuit xudng thudc vé trung (Tat ca cac dang thudc & muc: Thudc san xuit vo trung va Thudc tiét trung cudi).
(THEPHACO) Héa, tinh Thanh Héa.  |* Thu8c khéng v6 trung: Vién nang cirng (Vién nang cirng (bao gdm ca thudc chira khang sinh nhém Cephalosporin va Penicillin)); Thuc uéng dang long
(Dung dich udng; Sird udng; HAn dich udng); Dang bao ché rin khac (Thudc bdt, thudc c6m (bao gdm ca thudc chira khang sinh nhdm Cephalosporin va
Penicillin)); Vién nén (Vién nén, Vién nén bao phim (bao gdm ca thudc chira khang sinh nhém Cephalosporin va Penicillin); Vién nén bao dudng); Thuéc
khéng vo trung khdc (Vién nén sui bot, Thudc bot sdi bot, Thudc cdm si bot).
* Xut xwdng thudc khdng vo trung (Tat ca cac dang thudc & muc: Thudc khdng vo trung).
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
* Péng goi thir cap: Tat ca cac dang thudc & muc Thudc san xuat vo trung; Thudc tiét trung cudi; Thudc khdng vé trung.
* Kiém tra chat lwong: Vi sinh (D6 vo trung; Gidi han nhiém khuan; Dinh lugng hoat Iuc khang sinh bang vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N6i doc t8 vi
khu&n).
(*Pham vi chirng nhan bao gdm ca thuéc thudc Danh muc thudc, dwgc chat thudc Danh muc chat cdm sir dung trong mét s& nganh, linh vure; thudc thudc
Danh muc thuéc déc, nguyén liéu ddc lam thudc (trir thudc chira chat doc té bao/kim té€ bao va hormon sinh duc).*)
12 |Céng ty c6 phan Pudng YP6, khu cong  [* Thubc san xudt vo trung: Thudc dang 1dng thé tich nhé (Thudc nhd mat (dung dich, hdn dich)). WHO-GMP | 19-21/01/2022
Dwoc pham Gia nghiép Yén Phong, xd  |* Xuat xwdng thudc vé trung.
Nguyén bong Phong, huyén * Thudc khong vé trung: Vién nang clirng; Vién nang mém; Thudc dung ngoai dang ldng (Dung dich dung ngoai; Hn dich dung ngoai; Nhii dich dung ngoai;
Yén Phong, tinh Bic Thudc nhd miii (dung dich, hdn dich); Thudc xit miii (dung dich, hdn dich); Thudc nho tai (dung dich, hdn dich)); Thudc udng dang Iéng (Dung dich thudc
Ninh. udng; Hon dich thudc udng; Sird thudc); Dang bao ché rén khac (Thudc bdt, thudc cdm); Thudc dang bén ran (Kem, gel, m&); Vién nén (Vién nén, vién nén
bao phim).
* Xudt xwdng thudc khdng vo trung.
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
* Péng goi thir cdp:
* Kiém tra chat lwgng: Vi sinh (P8 vo trling; Gidi han nhiém khuan; Pinh lugng hoat luc khang sinh bang vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N&i doc t8 vi
khuan).
(*Pham vi chirng nhan bao gbm ca thudc thudc Danh muc thudc, dwgc chat thudc Danh muc chat cdm sir dung trong mét s nganh, linh vuc; thudc thudc
Danh muc thuéc déc, nguyén liéu ddc lam thudc (trir thuSc chira chat doc té bao/kim té bao va hormon sinh duc).*)
13 |Cong ty cd phan S6 27, duwong 3A, khu  [* ThuBc khong v trung: Vién nang cirng; Thudc dung ngoai dang 1dng (Dung dich); Thudc udng dang 16ng (Dung dich, sird, hon dich, nhii dich, gel); Dang bao | WHO-GMP | 21-22/01/2022

Duwo'c phdm OPV

cong nghiép Bién Hoa
I, phwang An Binh,
thanh phé& Bién Hoa,
tinh Déng Nai.

ché ran khac (Thudc bot, thudc cdm); Thubc dang ban rén (Kem dung ngoai, gel dung ngoai, m& dung ngoai); Thudc dat (Thudc dan, thudc trirng); Vién nén
(Vién nén, vién nén bao phim).

* Xuit xwdng thudc khdng vo trung (Tat ca cac dang thudc & muc: Thudc khdng vo trung).

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.

* Péng goi thir cdp: Tat ca cac dang thudc & muc ThuSc khdng vé trung.

* Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuén; Dinh lwong hoat lwc khang sinh bang vi sinh vat); Héa hoc / Vat ly.

(*Pham vi chirtng nhan bao gbm ca thudc gy nghién, hudng than, tién chat; thudc dang phéi hop chira dugc chat gy nghién, hudng than, tién chat dung
lam thuéc; thudc thudc Danh muc thudc, dugc chat thudc Danh muc chat cdm sir dung trong médt s& nganh, linh vic; thudc thudc Danh muc thudc déc,
nguyén liéu doc lam thudc (trir thudc chira chat déc té€ bao/kim té bao va hormon sinh duc).*)

Danh sach cac dot danh gia GxP d3 tién hanh ndm 2022

3/10

Cap nhat dén 06/06/2022




A a . . P P TIEU THO'I GIAN
TT TEN CO' SO DIA CHI CO' SO PHAM VI DANH GIA CHUAN DANH GIA
14 |Congty CP dwgcvat |Cum CN Hoang Pong, |* Thudc khong vé triing: Vién nang cling; Vién nang mém; Thudc udng dang 1dng (Dung dich, hén dich, sird); Dang bao ché rin khac (Thudc bot, thuée cdm); | WHO-GMP | 21-22/01/2022
tw y té Ha Nam phuong Hoang Dong,  |Vién nén (Vién nén, vién nén bao phim, vién nén bao dudng); Thudc khdng vé trung khac (Vién nén sdi bot, Thudc bét sdi bot, ThuSc c6m shi bot).
thi x3 Duy Tién, tinh Ha [* Xut xwéng thudc khong vo trung (Tat ca cac dang thudc & muc: Thudc khdng vo trung).
Nam. * Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
* Pong goi thi cap: Tat ca cac dang thubc & muc Thudc khéng vé trung.
* Kiém tra chat lugng: Vi sinh (Gidi han nhi&m khuén; Dinh lvgng hoat lyc khang sinh bang vi sinh vat); Héa hoc / Vat ly.
(*Pham vi chirng nhan bao gdm ca thuéc thudc Danh muc thudc, dwgc chat thudc Danh muc chat cdm sir dung trong mét s& nganh, linh vure; thudc thudc
Danh muc thuéc déc, nguyén liéu ddc lam thuéc (trir thubc chira chat doc té bao/kim té€ bao va hormon sinh duc).*)
15 |Céng ty c6 phan L6 E9-3A, Dudng s6 1, |* Thudc khéng vo trung: Vién nang clrng; Vién nén (Vién nén, vién nén bao phim). WHO-GMP 22-23/01/2022
dwoc phdm Fremed  |Khu cong nghiép Hiép  |* Xuat xudng thudc khdng vé trung.
Phudc, x3 Hiép Phudc, |* Déng goi so cap: Tat ca cac dang thudc & muc Thubc khdng vé tring.
huyén Nha Be, thanh  |* Pdng gdi thir cap: Tat ca cac dang thudc & muc Thuéc khéng vé trung.
phé H6 Chi Minh * Kiém tra chat lugng: Vi sinh (Gidi han nhi&m khuén; Dinh lvgng hoat lwc khang sinh béng vi sinh vat); Héa hoc / Vat ly.
(*Pham vi chitng nhan bao gbdm ca thudc thudc Danh muc thudc, dwgc chat thudc Danh muc chat cdm sir dung trong mét s nganh, linh vuc; thudc thudc
Danh muc thu8c déc, nguyén liéu doc lam thudc (trir thudc chira chat doc té bao/kim té bao va hormon sinh duc ¢ tac dung tranh thai).*)
16 |Céng ty 8 phan Sinh |Khu céng nghiép Qué  |* Thudc khong vé trung (Hormon): Vién nang mém; Vién nén (Vién nén, vién nén bao phim). WHO-GMP 24-01-2022
Hoc Dwoc pham Ba |V, x3 Phuong Liéu, * Xuat xwéng thudc khéng vé trung.
Dinh (BABIOPHAR) huyén Qué V8, tinh Bic |* Ddng gdi so cap: Tat ca cac dang thudc & muc Thudc khong vo tring.
Ninh. * Déng goi thir cdp.
* Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
17 |Trung tam kiém soat |T& 7, phuwdong Thinh 1. Phép thir vat ly / héa hoc: WHO-GLP 10-02-2022

dwgc pham, my
pham, thuc phdm va
thiét bj y t& Thai
Nguyén

Dan, thanh phé Thai
Nguyén, tinh Thai
Nguyén

* Phuong phap phan tich dung cu: Quang phé hap thu tlr ngoai va kha kién (UV-VIS) (Binh tinh; Dinh lwgng; Xac dinh tap chat lién quan); Quang phé nguyén
tlr phat xa va hap thu (AAS) (Pinh tinh, dinh lwvgng céc kim loai nang).

* Phuong phap tach séc ky: Séc ky 1dng (LC) (Binh tinh; Binh lwong; Xac dinh tap chét lién quan); Sac ky Iép méng (TLC) (Pinh tinh; Dinh lugng; Xac dinh tap
chat lién quan).

* Phép thir xac dinh théng s6 vat ly: Chi sé pH; Géc quay cwe va géc quay cuc riéng; Khéi luvong riéng va ty trong; Nhiét dd dong ddc; Nhiét dé néng chay,
khoang néng chay va diém nhé giot.

* Phép thir xac dinh théng s6 hda hoc: Chi sé acetyl; Chi s6 acid; Chi s6 ester; Chi sé hydroxyl; Chi sé iod; Chi s& peroxyd; Chi sé xa phong hda.

* Phép thir dinh tinh: Dinh tinh bang phan (rng héa hoc; Dinh tinh céc Penicillin; Phan &ng mau clia cac Penicillin va Cephalosporin.

* Phép thir so sanh mau sic: P trong clia dung dich; Mau sic clia dung dich; Gidi han cac tap chat.

* Phép thr nung gia nhiét: M4t khéi lwgng do lam khd; Tro khéng tan trong acid; Tro toan phan; Tro sulfat; Tro tan trong nudc.

* Phép thir chuan d9, dinh lwgng hda hoc: Chuan dd do dién thé; Chuan do bang nitrit; Chuan dd complexon; Chuan do trong mai truong khan; Pinh lugng
cac khang sinh ho Penicillin bing phuong phap do iod; Binh lwgng vitamin A; Xac dinh ham lwgng Ethanol; Dinh lwong Acid Acetic trong peptid tdng hop.

* Xac dinh tinh chat cla dang bao ché: Gigi han vé thé tich cla thudc dang 16ng; D6 dong déu ham lugng; D6 dong déu khdi lwgng; Do hoa tan cla dang
thudc rén phan lidu; Do ra cla vién nén va nang.

* Phép thir v&i dugc liéu: Dinh lvgng Aldehyd trong tinh dau; Dinh luvgng Taninoid trong dugc liéu; Dinh lwvgng tinh dau trong dugc liéu; Xac dinh cac chat
chiét duoc trong dugc liéu; Xac dinh tap chat |1an trong dugc liéu; Xac dinh ty 1& vun nat cla dugc liéu; Xac dinh ham luvgng nwdc bang phuong phép cat véi
dung méi; Mat khéi lwgng do 1am kho clia cac chat chiét duoc trong dugc liéu; Pinh tinh dugc liéu va cac ché phdm bang kinh hién vi; Xac dinh chi s6 trwong
nd.

2. Phép thir sinh hoc:

* Phép thir vi sinh: Gidi han nhidm khuan; Dinh lvgng hoat lwc khang sinh bing phuong phép vi sinh vat.

(*Pham vi chirng nhan bao gbdm ca thudc chira dwoc chat thudc Danh muc thudc, duwgc chat thudc Danh muc chat cdm st dung trong mét sé nganh, linh
vue.¥)
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18 |Cong ty cd phan L6 08-09 cum cdng * ThuBc duoc ligu, thudc cb truyén: Vién nang cirng; Thude udng dang 1dng (Dung dich, hdn dich, sird); Dang bao ché rin khac (Thudc bot, thudc cdm); Vién WHO-GMP 14-15/2/2022
Duwoc pham nghiép-tiéu thl céng nén (Vién nén, vién nén bao phim, vién nén bao duong).
TIPHARCO nghiép Tan My Chanh, |* Xuat xwdng thudc dwoc liéu, thudc c6 truyén (Tat ca cac dang thudc & muc: Thudc dwoc liéu, thudc cd truyén).
khu phé 4, phuwong 9, |* Nguyén liéu tir dugc liéu: Cao duogc liéu (Cao dic, cao 1dng, cao khd).
thanh phd My Tho, * Pong goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc cé truyén; Khac (Nguyén liéu tir dugc lidu).
tinh Tién Giang. * Pong goi thit cap: T4t ca cac dang thudc & muc Thudc dugc lidu, thudc cb truyén; Khac (Nguyén liéu tir duoc liéu).
* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuén); Héa hoc / Vat ly.
(*Pham vi chitng nhan bao gbm ca thudc chira dwoc liéu thudc Danh muc duoc liéu doc lam thudc.*)
19 |Céngty TNHH MTV  [S& 272 C, khu 3, thi * Thudc tir dugc liéu: Vién nang clrng, vién hoan cirng, thudc nudc udng; thude dung ngoai. WHO-GMP 17-18/02/2022
Dwoc pham Phwéc  [tran Dirc Hoa, huyén * Nguyén liéu lam thuéc: Duoc liéu d3 ché bién, cao long.
Sanh Pharma Dlrc Hoa, tinh Long An.
20 |Céngty C6 phan 115 Ngé Gia Ty, * ThuBc khong vé trung: Vién nang cirng; Thudc dung ngoai dang 1dng (Dung dich, hdn dich); Dang bao ché ran khéc (Thudc bdt, thudc c6m); Thudc dang ban | WHO-GMP | 18-19/02/2022
Dwoc Trung wong 3 |phuwdng Hai Chau 1, ran (Thudc kem, thudc gel, thuSc m& dung ngoai; Cao xoa); Vién nén (Vién nén, vién nén bao phim, vién nén bao dwdng; vién nén nhai, vién nén ngam).
quan Hai Ch3u, thanh  [* Xuat xwéng thubc khéng vé trung.
phd Da Ning. * Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vb trung.
* Péng goi thir cap: T4t ca cac dang thudc & muc Thubc khéng vé trung.
* Kiém tra chat lugng: Vi sinh (Gidi han nhi&m khuén; Dinh lvgng hoat lwc khdng sinh béng vi sinh vat); Héa hoc / Vat ly.
(*Pham vi chirtng nhan bao gbm ca thudc dang ph&i hop chira dugc chat gy nghién, hudng than, tién chat dung lam thudc; thudc thudc Danh muc thudc,
dugc chat thudc Danh muc chat cAm sir dung trong mét s6 nganh, linh vire; thudce thudc Danh muc thudc déc, nguyén liéu doc lam thudc (trir thudc chira
chat doc té bao/kim t&€ bao va hormon sinh duc).
*)
21 [Céngty TNHH Dwoc |Nha may dwoc pham:  |* ThuSc duoc ligu, thudc cb truyén (tir cao, cdm, bot duoc lidu): Vién nang cirng; Thude udng dang 1dng (Dung dich, sird); Dang bao ché ran khéac (Thudc bot, | WHO-GMP |  24-25/02/2022
thao Hoang Thanh L6 dat CN4, cum cong  |thubc c6m); Vién nén (Vién nén, vién nén bao phim).
nghiép Quat Pong m&  |* Xudt xudng thudc duoc liéu, thudc cé truyén (Tat cd céc dang thudc & muc: Thudc duoc liéu, thudc cé truyén).
réng, huyén Thuong * Nguyén liéu tir duwoc liéu: Cao duoc liéu (Cao ddc, cao khd, cao 16ng).
Tin, thanh ph8 Ha N6i. |* Pdng gdi so cap: Tat ca cac dang thudc & muc Thudc duoc lidu, thudc cé truyén; Khac (Nguyén liéu tir dwoc liéu).
* Péng goi thit cap: Tat ca cac dang thudc & muc Thudc dugc liéu, thudc cé truyén; Khac (Nguyén liéu tir duoc liéu).
* Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
(*Pham vi chirng nhan bao gbm ca thudc chira dwoc liéu thudc Danh muc duoc liéu ddc lam thudc.
*)
22 |Congty TNHH S8 59B, dwong Nhuan  [* Nguyén liéu hoa dugc: Nguyén liéu khéng vé trung. WHO-GMP 25-26/2/2022
Novaglory Durc, 4p Dlrc Hiép, xa  [* Ddng gdi so cdp: Tat ca cac dang thudc & muc Nguyén liéu hda dugc.
Nhuén Birc, huyén Ci  |* Pdng gdi thir cap: Tat ca cac dang thudc & muc Nguyén liéu héa duoc.
Chi, Tp. H8 Chi Minh * Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
23 [Céng ty c6 phan D19/37K, huwong 16 80, |* Thudc duoc liéu, thude cd truyén: Vién nang cting; Thudc udng dang 1dng (Dung dich, hdn dich, sird); Dang bao ché ran khac (Thudc bt, thudc cém); Vién WHO-GMP | 04-05/03/2022

Dwo'c pham Khang
Minh

ap 4, x3 Vinh Léc B,
huyén Binh Chanh,
thanh phd H6 Chi Minh.

nén (Vién nén, vién nén bao phim); Thudc khéc (Cao dic; Vi thudc c6 truyén: 1am sach, rira, 0, ngdm, théi, chat, sy, sao, chich, chung, niu).
* Xuat xwdng thudc duoc liéu, thudc cd truyén (Tat cd cac dang thudc & muc: Thudc duoc liéu, thudc c6 truyén).

* Nguyén liéu tir duwoc liéu: Cao duoc liéu (Cao dac, cao khd, cao 16ng); Com, bdt dugc liéu; Khac (Duoc liéu d3 so ché, ché bién).

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc ¢ truyén; Khac (Nguyén liéu tir dugc lidu).

* Péng goi thit cap: Tat ca cac dang thudc & muc Thudc dwoc liéu, thudc cé truyén; Khac (Nguyén liéu tir duoc liéu).

* Kiém tra chat lugng: Vi sinh (Gidi han nhidm khuan); Héa hoc / Vat Iy.

(*Pham vi chirng nhan bao gbm ca thudc chira dwoc liéu thudc Danh muc duogc liéu déc lam thude.*)
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24 [Céng ty c6 phan Khu cong nghiép Nhon |* Thudc khdng vo tring: Vién nang cing; Vién nang mém; Vién nhai; Thudc udng dang ldng (Dung dich, hdn dich, sird); Dang bao ché rin khac (Thudc bot, WHO-GMP | 09-10/03/2022
Duwoc pham Trach 3, thj tran Hiép  |thudc cdm); ThuSe dang bén ran (Kem dung ngoai, gel dung ngoai, m& dung ngoai); Vién nén (Vién nén, vién bao phim); Thudc khong vé trung khac (Vién nén
Ampharco U.S.A Phuéc, huyén Nhon sUi bot, Thudc bot sui bot, Thudc cém sui bot).
Trach, tinh Déng Nai.  |* Xuat xwdng thudc khdng vé trung (Tt ca cac dang thudc & muc: Thubc khéng vé trung).
* Pong goi so cap: Tat ca cac dang thudc & muc Thudc khéng vo trung.
* Péng goi thir cap: T4t ca cac dang thudc & muc Thubc khdng vé trung.
* Kiém tra chat lwgng: Vi sinh (Gidi han nhidm khuan; Binh lugng hoat lyc khang sinh bang vi sinh vat); Héa hoc / Vat ly.
(*Pham vi chitng nhan bao gbdm ca thudc dang phdi hop chira dugc chat gy nghién, hudng than, tién chat dung lam thudc; thudc thudc Danh muc thudc,
dugc chat thudc Danh muc chat cAm sir dung trong mét s6 nganh, linh vire; thudc thudc Danh muc thudc déc, nguyén liéu doc lam thudc (trir thudc chira
chat doc té bao/kim té€ bao va hormon sinh duc).*)
25 [Céng ty c8 phan L6 s6 51, khu céng * Thudc tiét trung cudi: Thubc dang 1dng thé tich Ién; Thudc dang ldng thé tich nhé. WHO-GMP | 11-12/3/2022
S.P.M nghiép Tan Tao, dwdng |* Xuit xuwdng thudc vo trung.
S6 2, phuong Tan Tao  [* Thude khong vé trung: Vién nang cirng; Vién nang mém; Thudc udng dang 1dng (Dung dich; Sird); Dang bao ché ran khéc (Thudc bdt, thudc cm); Thudc
A, quan Binh Téan, dang ban rdn (Thudc kem, thuéc m& dung ngoai); Vién nén (Vién nén, vién nén bao phim); Thudc khong vé trung khac (Vién nén sli bot, thudc bot sui bot,
thanh phd H6 Chi Minh. [thudc c6m sui bot).
* Xudt xwéng thudc khdng vo trung.
* ThuGc duoc lidu, thudc cb truyén: Vién nang cirng; Vién nang mém; Thudc udng dang 16ng (Dung dich, sird); Dang bao ché rin khac (Thudc bot, thubc com);
Vién nén (Vién nén, vién nén bao phim).
* Xuat xwdng thudc dugc lidu, thude c6 truyén.
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc cd truyén Thudc khéng vé trung.
* Péng goi thit cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc cd truyén Thudc khdng vo trung Thudc tiét tring cudi.
* Kiém tra chat lwong: Vi sinh (D6 vo trung; Gidi han nhiém khuan; Dinh lugng hoat Iuc khang sinh bang vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N6i doc t8 vi
khu&n).
(*Pham vi chirng nhan bao gdm ca thuéc dang phéi hgp chira dwoc chat gdy nghién, hudng than, tién chat dung lam thudc; thudc thudc Danh muc thudc,
duoc chat thudc Danh muc chat cdm sl dung trong mét s6 nganh, linh vuc; thudc thudc Danh muc thudc déc, nguyén liéu ddc lam thudc (trir thudc chira
chat doc t& bao/kim t& bao va hormon sinh duc).*)
26 [Céngty c6 phan S8 356 duong Giai * Thubc duoc ligu, thudc cb truyén: Vién nang cirng; Thudc udng dang dng (Sird, dung dich); Dang bao ché ran khac (Thudc bdt, thudc c6m); Vién nén (Vién WHO-GMP | 15-17/03/2022
Dwoc Trung wong Phéng, phudng nén, vién nén bao phim, vién nén bao dudng); Vién hoan (Vién hoan cirng, vién hoan mém); Thudc khac (Ché hoa tan; Vi thubc ¢ truyén: Lam sach, rira, G,
Mediplantex Phuwong Liét, quan ngam, thai, sdy, tdm, sao, chich, chung, nau, d6, nung, nudng).
Thanh Xuan, thanh ph& |* Xuit xudng thudc duoc liéu, thudc cd truyén (TAt cd cic dang thudc & muc: Thudc dwoc liéu, thudc cé truyén).
Ha Noi * Nguyeén liéu tir dwoc liéu: Khac (Dugc liéu da so ché, ché bién).
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc cé truyén; Khac (Nguyén liéu tir dugc lidu).
* Péng goi thir cap: T4t ca cac dang thudc & muc Thudc duoc liéu, thudc ¢6 truyén; Khac (Nguyén liéu tir dugc liéu).
* Kiém tra chat lugng: Vi sinh (Gidi han nhidm khuan); Héa hoc / VAt Iy.
(*Pham vi chirng nhan bao gbm ca thudc chira dwgc liéu thudc Danh muc duoc liéu doc lam thudc.*)
27 |Céng ty c8 phan Nha may dugc phdm  |* Thudc khdng vo trling: Vién nang ciing; Vién nang mém; Thudc udng dang 16ng (Dung dich, hén dich, nhii dich, sird); Dang bao ché ran khac (Thudc bét, WHO-GMP | 15-17/03/2022

Duwoc Trung wo'ng
Mediplantex

s6 2: Thén Trung Hau,
xa Tién Phong, huyén
M@ Linh, thanh phé Ha
Noi

thudc c6m); Thubc dang ban ran (Kem, gel, m& dung ngoai); Vién nén (Vién nén, vién nén bao phim, vién nén bao duong).

* Xudt xwdng thudc khdng vo trung (Tat ca cac dang thudc & muc: Thudc khdng vo trung).

* Nguyén liéu tir dwoc liéu: Cao duoc liéu (Cao dac, cao khd, cao 16ng).

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng v trung; Khac (Nguyén liéu tir dworc liéu).

* Péng goi thir cdp: Tat ca cac dang thudc & muc ThuSc khdng vo trung; Khac (Nguyén liéu tir duoc liéu).

* Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuén; Dinh lwong hoat lwc khang sinh bang vi sinh vat); Héa hoc / Vat ly.

(*Pham vi chirtng nhan bao gbm ca thudc dang ph&i hop chira dugce chat gy nghién, hudng than, tién chat dung lam thudc; thudc thudc Danh muc thudc,
duoc chat thudc Danh muc chat cdm s dung trong mot s6 nganh, linh vuc; thudc thudc Danh muc thudc déc, nguyén liéu doc lam thudc (trir thudc chira
chat doc té bao/kim té€ bao va hormon sinh duc c6 tac dung tranh thai); bao gdm ca duoc liéu thudc Danh muc duoc liéu doc lam thude.*)
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28 |[Coéng ty c6 phan S8 18, dudong Ngbd * ThuBc khdng vo trung: Vién nang cirng; Thudc udng dang 16ng (Dung dich udng; Siré udng); Dang bao ché rin khac (Thudc bét, thudc cdm); Vién nén (Vien | WHO-GMP | 18-20/03/2022
Dwoc Lam Dong Quyén, phudng 6, nén, vién nén bao phim, vién nén bao duong).
(LADOPHAR) thanh phd Pa Lat, tinh  [* Xudt xwéng thudc khdng vo trung.
Lam Pong. * Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
* Pong goi thi cap: Tat ca cac dang thubc & muc Thudc khéng vé trung.
* Kiém tra chat lugng: Vi sinh (Gidi han nhi&m khuén; Dinh lvgng hoat lyc khang sinh bang vi sinh vat); Héa hoc / Vat ly.
(*Pham vi chirng nhan bao gdm ca thuéc thudc Danh muc thudc, dwgc chat thudc Danh muc chat cdm sir dung trong mét s& nganh, linh vure; thudc thudc
Danh muc thuéc déc, nguyén liéu ddc lam thudc (trir thuSc chira chat doc t&€ bao/kim té€ bao va hormon sinh duc).
*)
29 |Céng ty c8 phan Khu céng nghiép Phu  [* Thudc duoc liéu, thudc cd truyén: Vién nang mém. WHO-GMP 18 - 20/3/2022
Duwo'c Lim Ddng Hoi - Dlrc Trong - LAm | * Xuat xudng thudc dugc liéu, thude c8 truyén.
(LADOPHAR) Poéng. * Nguyén liéu tir duwoc liéu: Cao duoc liéu (Cao ddc, cao l6ng, cao khd).
* Péng goi so cap: Tat cd cac dang thudc & muc Thudc duoc lidu, thudc cd truyén Nguyén liéu tir duoc liéu.
* Péng goi thi cap: Tat ca cac dang thudc & muc Thudc dugc liéu, thudc cé truyén Nguyén liéu tir duoc liéu.
* Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
(*Pham vi chirng nhan bao gdm ca thudc chira dwoc liéu thudc Danh muc duwoc liéu ddc lam thubc.*)
30 |Céng ty c6 phan S6 253, duwdng Diing ST [* Thudc san xudt vo trung: Thudc dang l1dng thé tich nhd (Thudc nhd mét). WHO-GMP | 21-22/03/2022
Dwogc Danapha Thanh Khé, phudng * Thudc tiét trung cudi: Thubc dang 1&dng thé tich nhd (Dung dich tiém).
Thanh Khé Tay, quan  |* Xuit xudng thudc vé trung (Tat ca cac dang thudc & muc: Thudc san xuit vo trung va Thudc tiét trung cudi).
Thanh Khé, thanh phé  [* Thudc khong vo trung: Vién nang cing; Vién nhai; Thudc dung ngoai dang 16ng (Dung dich, hdn dich, dau xoa; Thudc nhé miii); Thudc udng dang 1dng
Da Ning. (Dung dich, hdn dich, sird); Dang bao ché ran khac (Thudc bot, thudc cdm); Thudc dang ban rén (Cao xoa); Vién nén (Vién nén, vién bao phim, vién bao
dudng); ThuSc khdng vo triing khac (Ong hit).
* Xuat xwdng thudc khéng vo trung (Tat ca cac dang thudc & muc: Thubc khdng vé trung).
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
* Déng goi thir cdp: Tat ca cac dang thudc & muc Thudc sdn xudt vo trung, Thudc tiét trung cudi va Thudc khdng vé trung.
* Kiém tra chat lwgng: Vi sinh (P8 vo trling; Gidi han nhiém khuan; Pinh lugng hoat luc khang sinh bang vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N&i doc t8 vi
khuan).
(*Pham vi chirng nhan bao gbm ca thudc gy nghién, hudng than, tién chat; thudc dang phéi hop chira dugc chat gy nghién, hudng than, tién chat dung
lam thuéc; thuéc thudc Danh muc thudc, dugc chat thudc Danh muc chat cdm st dung trong mét s8 nganh, linh vyee; thudc thudc Danh muc thuée doc,
nguyén liéu déc lam thudc (trir thudc chira chat doc t& bao/kim té bao va hormon sinh duc cé tac dung tranh thai).*)
31 [Céngty cé phan S8 322 dwong Ly Van  [* Thudc khdng vo trung: Vién nang cirng (bao gdm ca thudc chira khang sinh nhém Cephalosporin va Penicillin, thudc chira chat doc té bao); Thudc dung WHO-GMP | 24-26/03/2022

Duoc Minh Hai

Lam, phuong 1, thanh
phé Ca Mau, tinh Ca
Mau.

ngoai dang 16ng (Dung dich thudc dung ngoai, thudc nhé miii, thudc nhé tai); Dang bao ché rén khac (Thudc bot, thude cdm (bao gom ca thudc chira khang
sinh nhém Cephalosporin va Penicillin)); Thudc dang ban rén (Thudc kem, thudc m&); Vién nén (Vién nén, vién nén bao phim (bao gdm ca thudc chita khang
sinh nhém Cephalosporin va Penicillin); Vién nén bao dwdng; Vién nén, vién nén bao phim chira chat ddc té bao).

* Xudt xwdng thudc khdng vo trung (Tat ca cac dang thudc & muc: Thudc khdng vo trung).

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.

* Péng goi thir cap: Tat ca cac dang thudc & muc Thudc khéng vé trung.

* Kiém tra chat lugng: Vi sinh (Gidi han nhidm khuén; Dinh lwvgng hoat lwc khang sinh bang vi sinh vat); Héa hoc / Vat ly.

(*Pham vi chirng nhan bao gbm ca thudc dang ph&i hop chira dugc chat gy nghién, hudng than, tién chat dung lam thudc; thudc thudc Danh muc thudc,
duoc chat thudec Danh muc chdt cdm sl dung trong mét s6 nganh, linh vuc; thude thudc Danh muc thudc déc, nguyén liéu doc lam thudc (trir thube chira
hormon sinh duc cé tac dung tranh thai).*)
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Cong ty c6 phan
Dwo'c phdm Tenamyd

* Nha mdy san xuat: L6
Y01-02A, duwong Tan
Thuan, khu cong
nghiép/Khu ché& xuat
Tan Thuan, phuong
Tan Thuédn Dong, quan
7, thanh phé H6 Chi
Minh.

* Kho bao quan: L&
VA.12-10B, dudng s6
22, KCN/Khu ché xuat
Tan Thuén, phuong
Tan Thuan Dong, Quan
7, thanh phé H8 Chi
Minh.

* ThuBc san xuat vo trung: Thubc dang ran va cay ghép (Thudc bot pha tiém chita khang sinh nhém Cephalosporin).
* Xudt xwéng thudc vé trung.
* Péng goi thir cap.
* Kiém tra chat lwong: Vi sinh (D6 vo trling; Gidi han nhiém khuan; Pinh lugng hoat luc khang sinh bang vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N6i doc t8 vi
khu&n).

WHO-GMP

25-26/3/2022

33

Coéng ty TNHH san
xuat hat 4m Gia Phat

1/21A 8p Tién Lan, xa
Ba Diém, huyén Héc
Mén, Thanh phd H6
Chi Minh

Go6i hat 8m Silicagel

GMP bao bi

26-03-2022

34

Trung tdm Kiém
nghiém thudc, my
pham, thuc pham Ha
\[e]]

S8 7, Ngd 107, Budng
Nguyén Chi Thanh,
Quéan Déng Pa, Tp. Ha
Noi.

1. Phép thir vat ly / héa hoc:

* Phuong phap phan tich dung cu: Quang phé hap thu tlr ngoai va kha kién (UV-VIS); Quang ph& héng ngoai (IR); Quang phé nguyén tir phat xa va hap thu
(AAS).

* Phuong phép tach séc ky: Sac ky khi (GC); Sac ky 1dng (LC); S&c ky 16p mdng (TLC).

* Phép thir xac dinh théng s6 vat ly: Chi s6 khic xa; Chi s8 pH; Khéi lwgng riéng va ty trong; Nhiét dd ndng chay, khoang néng chay va diém nho giot; Dién
dan suét; Khéi lwgng riéng clia chat ran.

* Phép thir xac dinh théng s6 hda hoc: Chi sé acetyl; Chi s6 acid; Chi sé ester; Chi s& hydroxyl; Chi s& iod; Chi s& peroxyd; Chi s& xa phong héa; Xac dinh chat
khong bj xa phong héda.

* Phép thir dinh tinh: Dinh tinh bang phan (rng héa hoc; Dinh tinh cac Penicillin; Phan &ng mau clia cac Penicillin va Cephalosporin.

* Phép thir so sanh mau sic: Xac dinh D6 trong cla dung dich; Xac dinh Mau sic cla dung dich; Xac dinh Gidi han cac tap chat (cac ion).

* Phép thr nung gia nhiét: Xac dinh M4t khé&i lwgng do lam khé; Xac dinh Tro khéng tan trong acid; Xac dinh Tro toan phan; Xac dinh Tro sulfat; Xac dinh Tro
tan trong nudc.

* Phép thir chudn dd, dinh lwvgng hoa hoc: Chuan dd do ampe; Chudn dd do dién thé; Dinh lugng nudce bang thudc thir Karl Fischer; Chudn dé bang nitrit;
Chuin d6 complexon; Chudn d6 trong méi trudng khan; Binh luvgng nitrogen trong hop chat hitu co; Binh lugng vitamin A; Xac dinh ham lwgng Ethanol; Xac
dinh ham lvgng Methanol va Propan-2-ol; Dinh lvgng vitamin D.

* Xac dinh tinh chat cla dang bao ché: Gidi han cho phép vé thé tich clia cac dang thudc 1dng; D6 dong déu ham luong; D6 dong déu khéi lwgng; D6 hoa tan
clia dang thudc ran phan liéu; D6 ra clia vién nén va nang; 6 ra clia vién bao tan trong rudt; Pé dong déu cta don vj phan ligu.

* Phép thir v&i dugc liéu: Xac dinh chiét kiét alcaloid; Dinh lvgng Taninoid trong dugc liéu; Dinh lwgng tinh ddu trong dugc liéu; Xac dinh cac chat chiét dugc
trong duoc lidu; Xac dinh tap chat 13n trong duoc lidu; Xac dinh ty 1& vun nat clia duoc lidu; Xac dinh ham lwgng nudc bang phwong phap cat véi dung méi;
Dinh tinh dwoc lidu va céc ché pham bang kinh hién vi; Xac dinh acid Aristolochic | trong duorc lidu.

* Phép thir khac (Dinh lugng vitamin A; Xac dinh ham lugng Ethanol; Xac dinh ham lvgng Methanol va Propan-2-ol):

2. Phép thr sinh hoc:

* Phép thir vi sinh: DO vo trung; Gidi han nhiém khuan; Dinh lvgng hoat luc khang sinh bang phuong phap vi sinh vat; Noi doc t6 vi khuan.

WHO-GLP

31/3-01/4/2022
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35 [Céng ty c6 phan Pudong D1 L6 G, khu * Thudc khdng vo trung: Vién nang cirng (bao gdm ca thudc chira khang sinh nhém Cephalosporin); Thudc dung ngoai dang 16ng (Thudc nudc dung ngoai); WHO-GMP | 31/3-01/4/2022
Dwoc S. Pharm cdéng nghiép An Dang bao ché ran khac (Thudc bot, thudc cm (bao gdm ca thudc chira khang sinh nhém Cephalosporin)); Thudc dang ban rén (Thudc kem, thuéc m&); Vién
Nghiép, xa An Hiép, nén (Vién nén, vién bao phim (bao gdm ca thudc chira khang sinh nhém Cephalosporin)).
huyén Chau Thanh, * Xudt xwdng thudc khdng vo trung.
tinh Séc Tréng. * Pong goi so cap: Tat ca cac dang thudc & muc Thudc khéng vo trung.
* Péng goi thir cap: T4t ca cac dang thudc & muc Thubc khdng vé trung.
* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuan; Dinh lugng hoat lyc khang sinh bang vi sinh vat); Héa hoc / Vat ly.
36 |Vién Vac xin va Sinh  [S8 9 dwdng Pasteur, * ThuBc san xuat vo trung: Thudc dang 1dng thé tich nhé (VAc xin, sinh pham dang lo, ampoule; Dung mai hdi chinh dang ampoule). WHO-GMP 13-14/04/2022
phamy té& (IVAC) thanh ph8& Nha Trang, |* Xu&t xudng thudc vé trung (TAt ca cic dang thuc & muc: Thudc san xuat vé trung).
tinh Khanh Hoa. * Thudc sinh hoc: Thudc mién dich (Véc xin bach hau - ho ga toan té bao - udn van (DPT); VAc xin udn van - bach hau (Td); Vac xin udn van hap thu (TT); Vac
xin lao (BCG)).
* Xuat xwdng thudc sinh hoc (Tat ca cac dang thudc & muc: Thudc sinh hoc).
* Péng goi thir cap: T4t ca cac dang thuSc & muc Thubc san xuat vo trung va Thudc sinh hoc.
* Kiém tra chat lwong: Vi sinh (D6 vo trung; Gidi han nhiém khuan); Héa hoc / Vat ly; Sinh hoc (N6i doc t8 vi khudn; Thir chat gay sét; Thir doc tinh bat
thuong; Phép thir khac: (Cac phép thir khéc cho kiém dinh Vac xin bach hau, Ho ga toan t& bao, USn van, Lao)).
37 |Céngty c6 phan Xa Thanh Xuan, huyén [* Nguyén liéu tir dwoc liéu: Cao duoc liéu (Cao dic, cao 16ng, cao khd); Cm, bot dwoc liéu; Khac (Tinh dau; Dugc liéu so ché - ché bién WHO-GMP 16-05-2022
Dwo'c pham VCP Séc Son, thanh phé Ha |Tinh dau; Vi thudc cé truyén; Vi thudc c6 truyén dang cém).
Noi. * Péng goi so cap: Tat ca cac dang thudc & muc Nguyén liéu tir duoc liéu.
* Déng goi thir cdp.
* Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
38 |Céngty c6 phan L6 B2-B3, khu cong * Thudc khdng vo trung: Vién nén. WHO-GMP 19-20/05/2022
Dwo'c Hau Giang - Chi [nghiép Tan Phd Thanh -
nhanh nha mdy dworc | Giai doan 1, xa Tan
pham DHG tai Hau Phi Thanh, huyén
Giang Chau Thanh A, tinh
Hau Giang.
39 |Céng ty c6 phan L6 B2-B3, khu cong * Thudc khéng vo trung (chira khang sinh nhém Cephalosporin va Penicillin): Vién nang cirng (Vién nang ctrng); Vién nén (Vién nén, vién nén bao phim); WHO-GMP 19-20/5/2022
Dwoc Hau Giang - Chi [nghiép Tan Phid Thanh - |Thudc khéng vo trung khéc (Thudc bdt, thudc cdm pha hdn dich udng).
nhanh nha may dwoc | Giai doan 1, x3 Tan * Xudt xwdng thudc khdng vo trung (Tat ca cac dang thudc & muc: Thudc khdng vo trung).
pham DHG tai Hau Phu Thanh, huyén * Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
Giang Chau Thanh A, tinh * Péng goi thir cdp: Tat ca cac dang thudc & muc Thudc khdng vé trung.
Hau Giang. * Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuén; Dinh lwgng hoat lyc khang sinh bang vi sinh vat); Héa hoc / Vat ly.
40 |Céngty TNHH Dwoc [S6 300C, duong * Thubc khong vé trung: Thudc dung ngoai dang 16ng (Dung dich, cdn thudc); Thudc dang ban ran (Thudc kem, thudc gel, thusc m& dung ngoai). WHO-GMP 21-05-2022

pham Phuong Nam

Nguyén Thong,
phuong An Théi, quan
Binh Thuy, thanh phd
Can Tho.

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.

* Péng goi thir cap: Tat ca cac dang thudc & muc ThuSc khdng vé trung.

* Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuén; Dinh lwgng hoat lwc khang sinh bang vi sinh vat); Héa hoc / Vat ly.

(*Pham vi chirtng nhan bao gbdm ca thudc thuéc Danh muc thudc, dwoc chat thudc Danh muc chat cdm s dung trong mét s nganh, linh vyc; thudc thude
Danh muc thuéc ddc, nguyén liéu ddc lam thudc (trir thudc chira chat doc t& bao/kim t&€ bao va hormon sinh duc c6 tac dung tranh thai).*)
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41 |Céngty C6 phan Nha may dwgc pham:  |* Thudc duoc liéu, thudc cb truyén: Vién nang cirng; Thudc dung ngoai dang 1dng (Dung dich dung ngoai); Thudc uéng dang 16ng (Cao 16ng; Rwou thudc; WHO-GMP | 24 -25/5/2022
Duwoc - Vattuy té€ T6 1, khu 10, phuong | Dung dich thudc udng; Sird); Dang bao ché ran khac (Thudc bot; Thudc c6m); Vién nén (Vién nén; Vién nén bao phim; Vién nén bao duong); Vién hoan (Vién
Quang Ninh Viét Hueng, thanh phd  [hoan mém); Thudc khac (Tra thudc).
Ha Long, tinh Quang * Nguyén liéu tir dwoc liéu: Cao duoc liéu (Cao dic, cao 1dng, cao khd); Cm, bot duoc liéu (Bot duoc liéu); Khac (Dugc liéu da ché bién).
Ninh. * Péng goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc cé truyén; Nguyén liéu tir duoc liéu.
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuén); Héa hoc / Vat ly.
(*Pham vi chitng nhan bao gbm ca thudc chira dwoc liéu thudc Danh muc duoc liéu doc lam thudc.*)
42 |Céngty c6 phan L6 M1, dudng N3, khu  [* Thu8c khéng vo trung: Thuc dung ngoai dang 16ng (Thudc nhd mii, xjt miii; Dung dich dung ngoai; Thudc nhd tai); Vién nén (Vién nén, vién nén bao phim | WHO-GMP | 31/5-01/6/2022
Duwoc phadm Trwdrng  |cong nghiép Hoa X3, (bao gdm ca thudc chira hormon sinh duc c6 tac dung tranh thai)).
Tho phudong Loc Hoa, thanh |* Xuat xwdng thubc khong vé trung (TAt ca cac dang thudc & muc: Thubc khdng vé trung).
phé Nam Dinh, tinh * Thu6c duoc liéu, thudc cd truyén: Vién nang mém; Thudc khac (Vién nén sli bot, thudc bét sui bot, thudc c6m sui bot).
Nam Dinh. * Xuat xwéng thudc duoc lidu, thudc cd truyén (TAt ca cac dang thudc & muc: Thudc dugc lidu, thude c6 truyén).
* Pong goi so cap: Tat ca cac dang thudc & muc Thudc khdng vé trung; Thudc duoc lidu, thubc cé truyén.
* Pong goi thit cap: Tat ca cac dang thudc & muc Thudc khong vé trung; Thube duoc lidu, thubc ¢6 truyén.
* Kiém tra chat lugng: Vi sinh (Gidi han nhidm khuén; Dinh lwvgng hoat lwc khdng sinh béing vi sinh vat); Héa hoc / Vat ly.
43 |Céng ty c8 phin déng |S6 391 - 417 Dudng M3 [* Thudc khong vé trung: Thudc diing ngoai dang 1dng (D3u xoa); Thuc dang bén rin (Kem diing ngoai, cao xoa); Thudc khéng vé trung khéc (Ong hit). WHO-GMP 01-06-2022
nam dwgc Trudng Lo, Phuong Binh Hung | * Xuat xwdng thubc khong vé trung (TAt ca cac dang thudc & muc: Thubc khdng vé trung).
Son Hoa A, Quan Binh Tan, [* Péng gdi so cap: Tat ca cac dang thudc & muc Thubc khdng vé trung.
Tp. H6 Chi Minh * Péng goi thir cap: T4t ca cac dang thudc & muc Thubc khéng vé trung.
* Kiém tra chat lugng: Vi sinh (Gidi han nhidm khuan); Héa hoc / Vat Iy.
44 |Céngty TNHH Van Puong s6 3, cum céng | * Thudc duoc liéu, thude cd truyén: Vién nang clrng; Thubc duing ngoai dang 1dng (Dung dich dung ngoai; Dau gid); Dang bao ché ran khac (Thudc bét, thuéec | WHO-GMP |  02-03/06/2022
Xuan nghiép Lién Huwng, 8p  [c8m); Vién nén (Vién nén; Vién nén bao phim).
Binh Tién 2, xa Birc * Xudt xwdng thudc duoc liéu, thudc cd truyén.
Hoa Ha, huyén blrc * Nguyén liéu tir duwoc liéu: Cao duoc liéu (Cao khd; Cao dic; Cao 16ng).
Hoa, tinh Long An. * Péng goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc c6 truyén va Nguyeén liéu tir duwoc liéu.
* Pong goi thit cap: Tat ca cac dang thudc & muc Thudc duorc liéu, thudc cé truyén va Nguyén liéu tir duoc liéu.
* Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
(*Pham vi chitng nhdn bao gbm ca thudc chira dwoc liéu thuéc Danh muc dugc liéu déc lam thuée.*)
45 |Congty cd phan S8 43, dudng s6 8, khu [* Thudc khéng vo trung: Vién nang clitng; Vién nén (Vién nén, vién nén bao phim). WHO-GMP | 02-04/06/2022

dwgc pham Boston
Viét Nam

cong nghiép Viét Nam -
Singapore, phuong
Binh Hoa, thanh phé
Thun An, tinh Binh
Duong.

* Xudt xwdng thudc khong vo trung.

* Déng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.

* Péng goi thir cap: T4t ca cac dang thudc & muc Thudc khéng vé trung.

* Kiém tra chat lugng: Vi sinh (Gidi han nhidm khuén; Dinh lvgng hoat lwc khang sinh bang vi sinh vat); Héa hoc / Vat ly.
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