DANH SACH CAC PO'T PANH GIA GMP, GLP PA TIEN HANH NAM 2026
( Cap nhat téi ngay 23/04/2026 )

. 5 . o x x TIEU THO'I GIAN
TT TEN CO' SO’ PIA CHI CO' SO PHAM VI PANH GIA CHUAN DANH GIA
Gom 20 do't danh gia (18 dot danh gia GMP, 2 dg't danh gia GLP va 0 dg't danh gia GMP bao bi)
1 |Céngty cd phan 41 VSIP, dudng s6 8, * Thudc khdng vé trung: Vién nang cirng (Vién nang cirng); Dang bao ché rén khac (Thudc bét, thudc cdm); Vién nén (Vién nén, vién nén bao phim); Thudc WHO-GMP 9-10/01/2026
dwgc pham Boston  |khu cong nghiép Viét  [khéng vo trung khac (Vién nén sui bot, thudc bét sti bot, thudc c6m sui bot).
Viét Nam - BD Nam - Singapore, * Déng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
phudng An Phu, thanh |* Ddng gdi thir cap: Tat ca céc dang thudc & muc Thubc khéng vé trung.
ph& HB Chi Minh, Viét |* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuan; Binh lvgng hoat lyc khang sinh bang vi sinh vat); Héa hoc / Vat Iy.
Nam
2 |Céngty c6 phan L6 B14-3,4, dwdng N13, |* Thudc san xuat vo trung: Thudc dang rén va cdy ghép (Thudc bot pha tiém chira khang sinh nhém Cephalosporin va Carbapenem). WHO-GMP 15-16/1/2026
Duwoc phdm Am vi khu cdng nghiép Déng |* Xuat xudng thudc vo trung (Tat ca cac dang thudc & muc: Thudc san xuat vo trung).
(Amvipharm) Nam, x3 Hoa Phu, * Thudc khong vé trung (chira khang sinh nhém Cephalosporin): Vién nang citng; Dang bao ché ran khac (Thudc bot, thudc cdm); Vién nén (Vién nén, Vién
huyén Cu Chi, thanh nén bao phim, Vién nén bao dudng).
phé H6 Chi Minh. * Xuat xwéng thudc khdng vé tring (TAt ca cic dang thudc & muc: Thudc khéng vé trung).
* Péng goi so cap: Tt ca cac dang thudc & muc Thudc khéng vé trung.
* Péng goi thir cap: Tat ca cac dang thudc & muc Thudc san xuét vé trung va Thudc khdng vo trung; Khac (bao gdm ca thudc khéng chira khang sinh nhém B-
Lactam).
* Ki&m tra chat lwgng: Vi sinh (D8 vo trung; Gigi han nhiém khuan; Dinh lwgng hoat lyc khang sinh bang vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N&i doc t8 vi
khuan).
3 |Congty cd phan cong |L6 CNO3-Khu coéng * Thudc khéng vo trung: Vién nang cirng; Vién nang mém; Thubc udng dang Idng (Dung dich, hdn dich, nhii tuvong, sird); Dang bao ché ran khéac (Thude cém; | WHO-GMP | 15-16/01/2026
nghé cao Medibros  [nghiép Déng Van I mé& |Thudc bot); Vién nén (Vién nén, vién nén bao phim, vién nén bao dudng); Thubc khéng vé trung khac (Vién hoan cirng).
réng, phuwong Dong * Xuat xwéng thudc khéng vé trung.
Van, tinh Ninh Binh, * Nguyén liéu tir duoc liéu: Cao dugc liéu (Cao dic, cao khd); C8m, bot duoc liéu (Bot Dugc lidu); Khdc (Vi thudc ¢ truyén; Dugc liéu d3 ché bién: lam sach,
Viét Nam rira, ngam, U, cat thai, sdy, sao, chich, dd).
* Déng goi so cdp: Tat ca cac dang thudc & muc Thudc khdng vé trung ; Nguyén liéu tir duoc liéu.
* Péng goi thir cAp: Tat ca cac dang thudc & muc Thudc khéng vé trung ; Nguyén liéu tir dwoc liéu.
* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
(*Pham vi chirng nhan bao gbdm ca thudc chira dwoc liéu ddc thudc danh muyc Duoc liéu doc*)
4 |Cong ty c6 phan L6 CNO1 - Cum cong * Thudc khong vé trung: Vién nang cirng (Vién nang cirng chira khang sinh cephalosporin); Dang bao ché ran khac (Thudc bot, thudc cdm chira khang sinh WHO-GMP | 16-17/01/2026

dwgc pham
Pharbaco Thai Binh

nghiép An Ninh, xa An
Ninh, huyén Tién Hai,
tinh Théi Binh

cephalosporin); Vién nén (Vién nén, vién nén bao phim chira khang sinh cephalosporin).

* Xudt xwéng thudc khdng vo trung (TAt ca cac dang thudc & muc: Thudc khéng vé trung).

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

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

* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuan; Dinh luvong hoat lwc khang sinh bing vi sinh vat); Héa hoc / Vat Iy.
(*Céch ghi dia chi trwéec ngay 01/07/2025:

- Pia chi tru s& chinh: L6 CNO1 - Cum céng nghiép An Ninh, x3 An Ninh, huyén Tién Hai, tinh Thai Binh, Viét Nam.

- Dia chi nha may: L6 CNO1 - Cum cdng nghiép An Ninh, x3 An Ninh, huyén Tién Hai, tinh Thai Binh, Viét Nam.

*)
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5 |Congty TNHH san Khu cdng nghiép cong  [* Thudc san xuat vo trung: Thudc dang 16ng thé tich nhd (Dung dich thudc tiém thé tich nhd (Ampoules)); Thudc dang ran va cdy ghép (Thudc bot pha tiém WHO-GMP | 23-24/01/2026
xuat Dugc pham nghé cao |, khu cong (Vials)).
Medlac Pharma Italy [nghé cao Hoa Lac, Km |* Thudc tiét trung cudi: Thudc dang ldng thé tich nho (Dung dich thudc tiém thé tich nhé (Ampoules)); Thudc tiét trung cudi khac (Nwdc cat pha tiém
29, dai 16 Thang Long, |(Vials)).
x3 Ha Béng, huyén * Xuat xwéng thudc vo trung (TAt ca cac dang thuSc & muc: ThuBc san xuat vé trung va Thudc tiét trung cudi).
Thach That, thanh phé [* Déng goi thir cap: Tt ca cac dang thubc & muc.
Ha Noi * Kiém tra chat lugng: Vi sinh (D6 vo trung; Gidi han nhiém khuan; Dinh lwgng hoat lyc khang sinh bing vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N&i doc t6 vi
khuan).
(*Pham vi chirng nhan bao gdm ca thudc thuéc Danh muc thuéc, dwgc chat thuéc Danh muc chat cAm sir dung trong mét s6 nganh, linh vire; thudc thude
Danh muc thuéc ddc, nguyén liéu doc lam thudc (trir thubc chira chat doc té€ bao/kim té€ bao va hormon sinh duc ¢6 tac dung tranh thai).
*)
6 |Chinhanh méi Céng |Dudng sé 12, khu cong |* Nguyén liéu khac: V& nang clrng gelatin, vé nang HPMC dung lam thudc. WHO-GMP 31-01-2026
ty TNHH Suheung nghiép Long Thanh, x3 [* Déng gdi so cap: Khac (V6 nang cirng gelatin, vé nang HPMC dung lam thudc).
Viét Nam Tam An, huyén Long * Péng goi thir cap: Khac (V6 nang clrng gelatin, vé nang HPMC dung lam thuéc).
Thanh, tinh Déng Nai.  |* Kiém tra chat lugng: Vi sinh (Gidi han nhiém khuén); Héa hoc / Vat Iy.
7 |Céngty TNHH lién S8 40 dai 16 Ty Do, khu [* Thudc khéng vé trung (chira chat doc té bao/kim té€ bao): Vién nang cirng; Vién nén (Vién nén, vién nén bao phim, vién nén bao dudng). WHO-GMP 06-02-2026

doanh Stellapharm -
Chi nhdanh 1

cong nghiép Viét Nam -
Singapore, phuwong An
Phu, thanh ph& HB Chi
Minh. Kho bao quan tai
dia chi: s6 22 dudng s6
3, khu cong nghiép Viét
Nam - Singapore,
phuwong Thuan Giao,
Thanh phé H6 Chi Minh

* Xuat xwéng thudc khdng vé tring (TAt ca cic dang thudc & muc: Thudc khéng vé trung).

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

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

* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuén); Héa hoc / Vat Iy.

(*Hoat ddng san xut thudc ddc té€ bao/kim té€ bao tai Phan xwéng vién 2, tang 3, Toa nha 2.

Hoat ddng kiém nghiém thudc déc t&€ bao/kim t& bao tai tAng 1 (Vi sinh) va ting 2 (Héa ly) - Toa nha 2.%)

Danh sach céc dot danh gia GxP d3 tién hanh ndm 2026
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Nha may dwoc pham
DKPharma - Chi
nhénh Bic Ninh Céng
ty c6 phan Dugc
Khoa

L6 dat il - 1.3, Puong
D3, Khu cdng nghiép
Qué V5 2, xa Ngoc X3,
thi x3 Qué V8, tinh Bic
Ninh

* Thudc khong vé trung (Thudc hoa dugc khdng ké don): Vién nang cirng; Thudc dung ngoai dang 16ng (Dung dich; Dung dich xit miéng; Dung dich xit miii;
Con xoa; Dau xoa; Nudc stic miéng); Thudc udng dang 1dng (Dung dich; HAn dich; Nhii dich; Sird; Gel); Dang bao ché ran khac (Thudc bét, thudc cdm); Vién
nén (Vién nén, vién nén bao phim); Thudc khéng vé trung khac (Vién nén sui bot, thudc bot sti bot, thudc cdm sti bot; Vién hoan cirng, tra thudc tir dwoc
ligu).

* Xuat xwéng thudc khéng vé trung.

* Thudc dugc lidu, thubc ¢ truyén: Thubc khac (Cao 1dng).

* Xuat xwédng thudc duoc liéu, thudc cd truyén.

* Nguyén liéu tir duoc liéu: Cao duoc liéu (Cao dic, cao 1dng); Com, bot duoc lidu (Bot duoc liéu); Khac (Dwoc liéu d3 so ché, ché bién; Vi thudc cé truyén
(thai, sdy, sao, nau)).

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khong vé trung; Thudc duoc lidu, thudc c6 truyén

; Khdc (T4t ca cac nguyén liéu & muc 5.2).

* Péng goi thir cap: T4t ca cac dang thudc & muc Thudc khdng vé trung; Thudc duoc liéu, thudc ¢ truyén; Khac (T4t ca cac nguyén liéu & muc Nguyén lidu
tur dugc liéu).

* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuén); Héa hoc / Vat Iy.

(*Pham vi chirng nhan bao gdm ca thudc chira dugc liéu thudéc Danh muc dugc liéu ddc lam thudc.*)

WHO-GMP

10-02-2026

Coéng ty c6 phan Cong
nghé Cao Traphaco
(Traphaco-CNC)

S6 140-142-144 Khu A
dia chat, x3 Nhv
Quynh, tinh Hung Yén,
Viét Nam

« Nha may nang mém 2 »

* Thubc dugc lidu, thubc ¢ truyén: Vién nang mém.

* Xuat xwéng thudc dugc lidu, thudc ¢ truyén (Tat ca cac dang thudc & muc: Thudc dugc lidu, thubc ¢ truyén).
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thude cb truyén.

* Péng goi thir cap: Tat ca cac dang thudc & muc Thudc duoc lidu, thudc cé truyén.

* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuan); Héa hoc / VAt Iy.

(*1. Noi dung han ché& hodc lam r3 lién quan dén pham vi chirng nhan :

Pham vi danh gia bao gdm ca thudc va nguyén liéu lam thuéc chira dugc liéu trong Danh muc dugc liéu déc lam thuéc.
2. Ghi chu:

Cach ghi dia chi trwdc ngay 01/7/2025:

- Tru s& chinh: X3 Tan Quang, huyén Van Ldm, tinh Hung Yén, Viét Nam.

- Dia chi nha may: Xa Tan Quang, huyén Van Lam, tinh Hwng Yén, Viét Nam.

*)

WHO-GMP

26-27/02/2026

10

Cong ty c8 phan Anvy

Thon Ba Khé, xa Tan
Tién, huyén Van Giang,
tinh Hung Yén

* Thudc dugc liéu, thudc cd truyén: Vién nang cirng; Thudc udng dang Idng (Dung dich, hdn dich, sird); Dang bao ché rin khac (Thudc bot, thudc com); Vién
nén (Vién nén, vién nén bao phim).

* Xuat xwéng thuéc duoc lidu, thude cé truyén.

* Nguyeén liéu tir duoc liéu: Cao dugc liéu (Cao ddc, cao mém, cao khd).

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc duoc lidu, thudc cd truyén, Nguyén liéu tir dwoc lidu.

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

WHO-GMP

05-06/3/2026

11

Cong ty c6 phan
Sanofi Viét Nam

L6 1-8-2, duong DS,
Khu cong nghé cao,
phuong Tang Nhon
Phd, thanh phd H8 Chi
Minh, Viét Nam

* Thudc khéng vo trung: Vién nang cirng; Thudc udng dang 1dng (Dung dich, hdn dich, nhii dich, sird); Dang bao ché ran khéc (Thudc bat, thudc cdm); Vién
nén (Vién nén, vién nén bao phim, vién nén bao dudong).

* Xuat xwéng thudc khdng vo trung (Tat ca cac dang thudc & muc: Thudc khéng vé trung).

* Péng goi so cdp: Tt ca cac dang thubc & muc Thudc khdng vé trung.

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

* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuén; Dinh lvgng hoat lyc khdng sinh bang vi sinh vat); Héa hoc / Vat Iy.

WHO-GMP

10-11/03/2026
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12 |Congty cd phan * Nha may san xuat: S8 |* Thudc khéng vé trung: Vién nang mém; Thudc dung ngoai dang 1dng (Thudc xit mii; Dung dich dung ngoai; Gel dung ngoai; Dau gbi); Thudc udéng dang WHO-GMP | 13-14/03/2026
Dwoc Hau Giang 288 Bis, dwong Nguyén |[1dng (HAn dich, nhii dich, dung dich, sird); Thubc dang ban ran (Thudc kem, gel).
(DHG PHARMA) V&n Clr, phudng Cai * Xuat xwéng thudc khdng vé trung (Tt ca cac dang thudc & muc: Thudc khéng vé trung).
Khé, thanh ph& Can * Thudc dugc lidu, thubc ¢ truyén (tir cao c6m bot dugc lidu): Thude udng dang 1dng (Dung dich, sird).
Tho. * Xuat xwéng thudc dugc liéu, thudc c6 truyén (Tat ca cac dang thudc & muc: Thudc dugc liéu, thubc c6 truyén).
* Kho thuéc thanh * Péng goi so cap: Tat ca cac dang thubc & muc Thudc khdng vo trung va Thude duoc lidu, thubc ¢6 truyén.
pham: S6 13, dudng * Péng goi thir cap: Tat ca cac dang thudc & muc Thudc khdng vo trung va Thudc dugc liéu, thubc c6 truyén.
Céach Mang Thang Tam, |* Kiém tra chat lugng: Vi sinh (D6 v6 trung; Gidi han nhiém khuan; Dinh lwgng hoat lwc khang sinh bang vi sinh vat); Héa hoc / Vat ly.
phuong Binh Thay, (*Pham vi chirng nhan bao gdm ca thudc thuéc Danh muc thuéc, dwgc chat thuéc Danh muc chat cAm sir dung trong mét s6 nganh, linh vire; thudc thude
thanh phé Can Tho. Danh muc thuéc déc, nguyén liéu doc lam thudc (trir thubc chira chat doc té bao/kim té€ bao va hormon sinh duc ¢ tac dung tranh thai).*)

13 |Coéngty TNHH S6 40 VSIP II, dwong s& |* Thude khong vé trung: Thudc udng dang 16ng (Dung dich, hén dich, nhii dich, sird, elixir); Thudc dang ban rén (Thudc kem, thube gel, thuéc m& dung WHO-GMP 19/03/2026 -
Medochemie (Vién 6, khu cong nghiép Viét |ngoai). 20/03/2026
Pong) Nam - Singapore Il, khu |* Xuat xudng thudc khéng vé trung (Tat cd cac dang thudc & muc: Thudc khdéng vé trung).

lien hop céng nghiép - [* Déng goi so cap: Tat ca cac dang thudc & muc Thudc khéng vé trung.
dich vu - d6 thi Binh * Péng goi thir cAp: Tat ca cac dang thudc & muc Thudc khong vé trung.
Duong, phuéng Hoa * Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuan); Héa hoc / VAt Iy.
Phd, thanh phd Tha (*Pham vi chirng nhan bao gbm ca thudc dang phéi hop chira dugc chat gy nghién, hudng than, tién chat dung lam thudc; thudc thudc Danh muc thudc,
DAau Mét, tinh Binh duwoc chat thudc Danh muc chat cAm sir dung trong mét s6 nganh, linh vire; thudc thudc Danh muc thudc ddc, nguyén liéu déc lam thudc (trir thubc chira
Duong, Viét Nam chat doc t& bao/kim té bao va hormon sinh duc cé tac dung tranh thai).*)
14 |céngty TNHHPhil  |*Nhamay1:5625 |« Nha méay1» WHO-GMP | 20-21/03/2026

Inter Pharma

duong s6 8, khu céng
nghiép Viét Nam -
Singapore (VSIP),
phuong Binh Hoa,
thanh phd Thuén An,
tinh Binh Duong.

* Nha may 2: S6 20, dai
16 Hltu Nghi, khu cong
nghiép Viét Nam -
Singapore (VSIP),
phuwong Binh Hoa,
thanh phd Thuan An,
tinh Binh Duong.

* Thudc khong vé trung: Vién nang mém; Thudc dang ban ran (Thudc kem, thudc gel, thudc ma).

* Xuat xwéng thudc khéng vo trung (Tt ca cac dang thudc & muc: Thudc khéng vé trung).

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

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

* Ki&m tra chat lwgng: Vi sinh (Giéi han nhiém khuan; Dinh luvgng hoat lic khéng sinh béng vi sinh vat); Héa hoc / Vat Iy.

« Nha may 2 »

* Thudc khdng vo trung: Vién nang cirng (bao gbm ca thudc chira khang sinh nhém Cephalosporin); Vién nang mém.

* Xuat xwéng thudc khéng vo trung (Tt ca cac dang thudc & muc: Thudc khéng vé trung).

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

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

* Ki&m tra chat lwgng: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.

(*Pham vi chirng nhan bao gdm ca thudc thudéc Danh muc thudc, dwgc chat thudc Danh muc chat cdm st dung trong mét sé nganh, linh vuc; thudc thude
Danh muc thuéc ddc, nguyén liéu ddc lam thudc (trir thube chira chat doc té€ bao/kim té€ bao va hormon sinh duc c6 tac dung tranh thai).

Céng ty c6 hgp ddng thué dich vu bao quan thudc thanh phdm Cephalosporin véi Cong ty TNHH MTV Duwoc Sai Gon (Sapharco) tai dia chi 318 xa 16 Ha Noi,
phudng Long Binh, Tp. H6 Chi Minh.*)
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15 |Céng ty TNHH Abbott |S6 35, dai 16 Ty do, khu [* ThuSc khéng vé triing: Vién nang ctng; Dang bao ché ran khac (Thudc bat, thudc c6m); Vién nén (Vién nén, vién nén bao phim). WHO-GMP 25-26/3/2026
Healthcare Viét Nam [cong nghiép Viét Nam - |* Xuat xudng thudc khéng vé trung (Tat ca céc dang thudc & muc: Thudc khéng vé trung).
Singapore, phudng An |* Ddng géi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
Phd, thanh phd Thudn |* Ddng gdi thir cap: Tat ca céc dang thudc & muc Thubc khéng vé trung.
An, tinh Binh Duong, * Kiém tra chat luwgng: Vi sinh (Gidi han nhiém khuan; Dinh luvong hoat luc khéng sinh b&ng vi sinh vat); Héa hoc / Vat Iy.
Viét Nam (*Pham vi chirng nhan bao gbm ca thudc thudc Danh muc thudc, dwgc chat thudc Danh muc chat cdm st dung trong mét sé nganh, linh vuc; thudc thude
Danh muc thu8c ddc, nguyén liéu doc lam thudc (trir thudc chira chat déc té bao/kim t& bao va hormon sinh duc).*)
16 |Chinhanh Céng ty L6 12 duwdng N9, khu  |* Thudc san xuat vo trung: Thudc dang rén va cay ghép (Bot pha dung dich tiém chita khéng sinh nhém Penicillin). WHO-GMP 25-26/3/2026
TNHH xdc tién céng nghiép Pat DA 1, [* Xudt xwdng thudc vo trung.
thwong mai dwoc x3 DAt Do, thanh phd  |* Thudc khéng vé trung: Vién nang clng; Vién nén (Vién nén, vién nén bao phim).
pham va dau tw TV - |HG6 Chi Minh, Viét Nam |* Xuat xwéng thubc khéng vé trung.
Nha may * Déng goi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung.
Reiwapharm | * Péng goi thir cAp: Tat ca cac dang thudc & muc Thudc khdéng vé trung Thudc san xuat vo trung.
* Ki&m tra chat lwgng: Vi sinh (D8 vo trung; Gidi han nhiém khuan; Binh lwgng hoat lyc khang sinh bang vi sinh vat); Héa hoc / Vat ly; Sinh hoc (N&i doc t8 vi
khuan).
(*Pham vi chirng nhan bao gbdm ca thudc thuéc Danh muc thuéc, dwgc chat thuéc Danh muc chat cAm sl dung trong mét s nganh, linh vie; thudc thude
Danh muc thuéc ddc, nguyén liéu doc lam thudc (trir thubc chira chat doc té€ bao va hormon sinh duc cé tac dung tranh thai).
*)
17 [Céngty c6 phan L6 s6 15, khu cong * Thudc san xuat vo trung: Thudc dang 1dng thé tich nhoé (Dung dich thudc nhd mét). WHO-GMP 03-04/4/2026
Dwoc pham Ha Ndi  [nghiép Quang Minh, x3 |* Xuat xwdng thubc vé trung (Tat cd cac dang thudc & muc: Thudc san xuit vé trung).
(Hanoi pharma JSC)  [Quang Minh, huyén * Thudc khong vé trung: Vién nang cirng; Thudc dung ngoai dang 16ng (Dung dich thudc nhd mii, thudc nhé tai); Dang bao ché rén khac (Thudc bot, thude
Meé Linh, thanh ph8 Ha |c6m); Thudc dang ban ran (Thudc kem, thudc gel, thudc m&); Vién nén (Vién nén, vién bao phim, vién bao duwong).
Néi. * Xudt xwéng thudc khdng vo trung (TAt ca cac dang thudc & muc: Thudc khdng vé trung).
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khéng vé trung.
* Péng goi thir cap (Tat cad céc dang thudc & muc Thudc san xudt vé trung; Thudc khéng vé trung):
* Kiém tra chat lwgng: Vi sinh (P8 vo trung; Gidi han nhiém khuan; Dinh lugng hoat lwc khang sinh bing vi sinh vat); Héa hoc / Vat Iy.
(*Pham vi chitng nhan bao gém ca thudc thudéc Danh muc thudc, dwoc chat thuéc Danh muc chat cdm st dung trong mét sé nganh, linh vuc; thudce thude
Danh muc thuéc ddc, nguyén liéu doc lam thudc (trir thudc chira chat doc té bao/kim t€ bao va hormon sinh duc).*)
18 |Congty c6 phanlién |S6 04, duong TG M&,  [* Thubc khdng v trung: Vién nang cirng (bao gdm ca thubc chira khang sinh nhém Cephalosporin va Penicillin); Dang bao ché ran khac ((bao gdm ca thuéc | WHO-GMP 6-7/4/2026
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chtra khdng sinh nhém Cephalosporin va Penicillin): ThuSc bét, thuc c6m); Vién nén (Vién nén (bao gdbm ca thudc chira khang sinh nhém Cephalosporin va
Penicillin), vién nén bao phim (bao gdm ca thudc chira khang sinh nhém Cephalosporin va Penicillin), vién nén bao dudng).

* Xudt xwéng thudc khdng vo trung (TAt ca cac dang thudc & muc: Thudc khéng vé trung).

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

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

* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuan; Dinh luvong hoat lwc khang sinh bing vi sinh vat); Héa hoc / Vat Iy.

(*Thu8c khéng chira khang sinh nhém B-Lactam: Pham vi chirng nhan bao gdm ca thuéc thuéc Danh muc thudc, dwoc chat thudc Danh muc chat cadm sir
dung trong mot s6 nganh, linh vuc; thudc thudc Danh muc thudc déc, nguyén liéu ddc lam thudc (trir thudc chira chat doc té€ bao va hormon sinh duc cé tac
dung tranh thai).*)
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. , c o 2 « TIEU THO'I GIAN
TT TEN CO' SO DIA CHI CO' SO PHAM VI PANH GIA CHUAN DANH GIA
19 |Trung tam kiém 118 Lé binh Ly, 1. Phép thir vat ly / héa hoc: WHO-GLP 7-8/4/2026
nghiém thanh phé Da [phuong Vinh Trung, * Phuwong phap phan tich dung cu: Quang phé hap thu tlr ngoai va kha kién (UV-VIS); Quang ph8 nguyén tlr phat xa va hap thu (AAS).
Ning quan Thanh Khé, thanh |* Phuong phap tach sic ky: Sac ky 1dng (LC); Sac ky Iép mdng (TLC).
phd Da Néng * Phép thir xac dinh thong s6 vat ly: Chi s6 pH; Goc quay cuc va géc quay cuc riéng; Khéi lwgng riéng va ty trong.
* Phép thir xac dinh théng s6 héa hoc: Chi s8 acid; Chi s8 ester; Chi s6 hydroxyl; Chi s& iod.
* Phép thir dinh tinh: Dinh tinh bang phan ng héa hoc; Dinh tinh céac Penicillin; Phan (rng mau cla cac Penicillin va Cephalosporin.
* Phép thir so sédnh mau sic: Xac dinh D6 trong clia dung dich; Xac dinh Mau sic cta dung dich.
* Phép thir nung gia nhiét: Xac dinh M4t khéi lugng do lam kho; Xac dinh Tro khéng tan trong acid; Xac dinh Tro toan phan.
* Phép thr chuan d9, dinh lwgng: Chuan do do dién thé; Dinh lwgng nwédc bang thudc thir Karl Fischer; Chuan dé bing nitrit; Chuan dé complexon; Dinh
lwgng vitamin A; Xac dinh ham lugng Ethanol.
* Xac dinh tinh chat clia dang bao ché: Gidi han cho phép vé thé tich clia cac dang thudc I6ng; D6 ddong déu ham lugng; D6 ddng déu khdi lwgng; D6 hoa tan
clia dang thudc ran phan lidu; D6 ra cla vién nén va nang; DO ra cla vién bao tan trong rudt; D6 dong déu ctia don vj phan lidu.
* Phép thir véi dugc liéu: Dinh lwgng tinh dau trong dugc liéu; Xac dinh cac chat chiét dugc trong dugc lidu; Xac dinh tap chat 13n trong dwoc liéu; Xac dinh
ty 1é vun nat cta duoc liéu; Xac dinh ham luvgng nwdc bing phuong phép cat véi dung mai; Can khd clia cac chat chiét duoc trong duoc liéu; Mat khoi
luvgng do lam khé clia céc chat chiét dugc trong duwoc liéu; Dinh tinh duoc lidu va cac ché pham béng kinh hién vi.
2. Phép thir sinh hoc:
* Phép thir vi sinh: Gidi han nhidm khuan; Xac dinh hoat lyc khang sinh bang phwong phép vi sinh vat; Noi doc t6 vi khuan; Phép thir khac (Dinh tinh va dinh
luvgng vi sinh vat trong ché pham probiotic).
20 |Trungtam Kiém soat |Dudng Nguy&n Quyén- [1. Phép thir vat ly / héa hoc: WHO-GLP 17-18/04/2026
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* Phuong phap phan tich dung cu: Quang phé hap thu tlr ngoai va kha kién (UV-VIS).

* Phuong phap tach séc ky: Séc ky 10ng (LC); Sdc ky Iép mdng (TLC).

* Phép thir xac dinh théng s6 vat ly: Chi s6 pH; Khéi lwgng riéng va ty trong.

* Phép thir dinh tinh: Dinh tinh bang phan (rng héa hoc.

* Phép thlr nung gia nhiét: Mat khdi lwgng do lam khé; Tro khéng tan trong acid; Tro toan phan.

* Phép thir chuan d6, dinh lwgng: Chuan d& complexon.

* Xac dinh tinh chat clia dang bao ché: Gidi han cho phép vé thé tich clia cac dang thudc Idng; D6 ddng déu ham lugng; D6 dong déu khéi lvgng; D6 hoa tan
clia dang thudc ran phan liéu; D6 ra cla vién nén va nang.

* Phép thir véi dwoc lidu: Xac dinh céc chat chit dugc trong duorc lidu; Xac dinh tap chat 13n trong duoc liéu; Xac dinh ty 1& vun nat cla duoc lidu.
2. Phép thir sinh hoc:

* Phép thi vi sinh: Gidi han nhidm vi sinh vat; Xac dinh hoat lyc khang sinh bang phuong phdp vi sinh vat.
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