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Viv bdo gid dich vu danh gia cong nhan
theo tiéu chuén 1SO 17034

Kinh guri: Don vi cung cap dich vu d4nh gid, cong nhan theo 1SO 17034

Vién Kiém nghi¢m thude Trung wong ¢ nhu cau danh gia, c6ng nhan theo tiéu
chuan ISO 17034 doi véi ning luc cua to chirc san xuat mau chuén, cy thé nhu sau:
Stt Danh muc Yéu cau ky thuat S6 luong

Dich vu danh gia, cong nhén e o m i
| Ltheo tiéu chugn 150 17034 | Chi tiéttai Phy luc e
Vién Kiém nghiém thudc Trung vong kinh moi cac don vi/td chire cé di nang
lue va kinh nghiém gui bao gia dich vu danh gia, cong nhén theo tiéu chuan 1SO
17034 dbi véi nang luc ctia to chire san xuit mau chuan, yéu ciu cu thé v& hd so béo
gia nhu sau:

- Cung cip ho so, tai lidu con hi¢u luc ching minh don vi/toé chire ¢é di nang
luc thue hién viée danh gia, cong nhan theo tidu chudn 1SO 17034 déi véi nang luc
clia to chire san xudt mau chudn phién ban hién hanh;

- Don vi phai chao gia day du tit ca cac danh muc néu tai Phu lue 1

- Gid chao dich vu thong nhat la tién Dong Viét Nam (VND); gié da bao gom
thué gia tri gia tang (VAT) va tat ca céc chi phi lién quan khac dé thyc hién dich vu
tai Vién Kiém nghiém thude T rung uong;

- Cam két gid tri cua dich vu la phi hop, khéng vi pham phép luét vé canh tranh,
ban pha gia;

- Nhiing thong tin néu trong bdo gia la trung thure;

- Pon vi/td chic khong dang trong thoi gian bj cam tham du thau theo quyét
dinh ctia ngudi ¢é tham quyén; Khéng bj truy ctru trach nhiém hinh su;

- Béo gia phai ¢6 dau va chir ky ctia ngudi ¢6 thim quyén theo quy dinh;

- Hiéu lye cuia bao gia: T6i thidu 120 ngay ké tir ngay bao gia;

Bao gia dugc g vé Phong Vit tu - Trang thiét bi, Vién Kiém nghiém thude
Trung wong (Pia chi: $6 48 Hai Ba Trung, phuong Cira Nam, Tp. Ha Noi) trude 17
gio 00, ngay 07/7/2026 hodc ban ky s6 duoc gii vé email: vitth.vknttw @gmail.com.

Céc don vi can tim hiéu thém thong tin vé néi dung dénh gid, cong nhan theo
tiéu chuan I1SO 17034 déi voi nang luc cia to chie san xuit mau chuan, xin vui
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[onglién hé véi Phong Vit tu - Trang thiét bi, Vién Kiém nghiém thuoe Trung uong
theo sb dién thoai: 024.38256906.

Tran trong cam on./.

Noi nhiin: KT.VIEN TRUONG
- Nhur trén; . s b
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PHU LUC 1- PHAM VI XIN PANG KY CONG NHAN THEO SO 17034

T

Tén mau chuin

Gi4 trj ciia miu
chuin

D¢ khiong dim
bao do

Phuwong phip xae dinh
gid tri miu chuin

Acid ascorbic (RM)

(99,0 ~100,5) %

Max. 2,0 %

Dinh luong bing phuong
phap HPLC, chuyén ludn
Vitamin C assay theo
duge dién USP hién hanh

Amoxcicilin trihydrat
(RM)

(785 -~

ug/mg
Amoxicilin

920)
cha

Max. 2,0 %

Dinh lugng bing phuong
phap HPLC, chuyén lufin
Amoxcicilin trihydrat theo
duge dién tham chiéu hi¢n
hanh

Celecoxib (RM)

(98,0 ~101,0) %

Max. 2,0 %

Dinh lugng bing phuong

phap HPLC, chuyén luan

Celecoxib theo duoc dién
tham chiéu hién hanh

Clorpheniramin
maleat (RM)

(98,0 ~ 101,0) %

Max, 2,0 %

Dinh luong bing phuong
phap HPLC, chuyén luin
Clorpheniramin maleat
theo dugce dién tham chiéu
hién hanh

Fexofenadin
hydroclorid (RM)

(96.5 ~ 100.0) %

Max. 2.0 %

Dinh lugng bing phuong
phap HPLC, chuyén luin
Fexofenadin hydroclorid
theo duge dién tham chiéu
hién hanh

Guaifenesin (RM)

(98,0~ 101.0) %

Max. 2,0 %

Dinh lugng bing phuong
phap HPLC, chuyén luin
Guaifenesin theo dugc
dién tham chiéu hién hanh

Metformin
hydroclorid (RM)

(98.0 ~ 101,0) %

Max. 2,0 %

Dinh lugng bing phuong
phiap HPLC, chuyén ludn
Metformin hydroclorid
theo dugc dién tham chiéu
hién hanh

Phenylephrin
hydroclorid (RM)

(98.0 ~ 101,0) %

Max. 2,0 %

Dinh lugng bing phuong

phdp HPLC, chuyén luin

Phenylephrin hydroclori.d

theo duge dién tham chiéu
hién hanh




~ = A
Tén mau chuin

Gid trj cia méu
chuan

P khong dam
bao do

Phuong pha_ip xac dinh
gid tri mau chuan

Sitagliptin phosphat
(RM)

(95,0 ~ 98,0) %

Max. 2.0 %

Dinh lugng bing phuong
phap HPLC, chuyén luin
Sitagliptin phosphat theo
duge dién tham chiéu hién
hanh

10.

Sulfamethoxazol

(RM)

(98,0~ 101,0) %

Max. 2.0 %

Dinh lugng bing phuong
phap HPLC, chuyén luéin
Sulfamethoxazol theo
duge dién tham chiéu hién
hianh

11.

Tenofovir disoproxil
fumarat (RM)

(97,0 ~ 101,0) %

Max. 2,0 %

Dinh lugng bing phuong
phip HPLC, chuyén luin
Tenofovir disoproxil
fumarat theo duge dién
tham chiéu hién hanh

12,

Isorhamnetin (RM)

(95.0 ~ 100,0) %

Max. 2,0 %

Pinh lugng bing phuong

phéap HPLC, chuyén luan

Ginkgo capsule theo duoc
dién USP hién hanh

13.

Methylprednisolon
(RM)

(96,5 ~ 101,0) %

Max. 2,0 %

Dinh lugng bing phuong
phap HPLC, chuyén ludn
Methylprednisolon theo
dugc dién tham chiéu hién
hanh

14,

Montelukast natri

(RM)

(96,0 ~ 100,0) %

Max. 2,0 %

Dinh lugng bing phuong
phap HPLC, chuyén luin
Montelukast natri theo
duge dién tham chiéu hién
hanh

Vitamin A palmitat
(dang dau) — (RM)

(950.000 ~
1.100.000) IU/g

Max, 2.0 %

Dinh lugng bing phuong
phip UV-VIS, chuyén
luéin Vitamin A assay theo
duge dién USP hién hanh

16.

Oseltamivir phosphat
(RM)

(98,0~ 101,0) %

Max. 2,0 %

Dinh luong bing phuong

phidp HPLC, chuyén luin

Oseltamivir phosphat theo

duge dién tham chiéu hién
hanh




TT

Tén mau chuin

Gia tri ciia miu
chuin

D6 khong dam
bao do

Phuong phap xde dinh
gid tri miu chuin

17.

4-Aminophenol (RM)

(95.0 ~ 101,0) %

Max. 2,0 %

Dinh lwong bing phuong
phap HPLC theo
VKN/TQKT-TT/052

18.

Dextromethorphan
hydrobromid (RM)

(94.0 ~ 98.0) %

Max. 2,0 %

Dinh luong bing phuong
phap HPLC, chuyén luin
Dextromethorphan
hydrobromid theo dugc
dién tham chiéu hién hanh

19,

Aspirin (RM)

(98.0 ~101,0) %

Max. 2.0 %

Dinh lugng bing phuong
phap HPLC, chuyén ludn
Aspirin theo duoc dién
tham chiéu hién hanh

20.

Deferasirox (RM)

(98.0 ~ 101.0) %

Max. 2,0 %

Binh luong bing phuong
phap HPLC, chuyén ludn
Deferasirox theo duge
dién tham chiéu hién hanh

Piracetam (RM)

(97,5 ~ 101,0) %

Max. 2,0 %

Binh luong bing phuong

phap HPLC, chuyén luin

Piracetam theo duge dién
tham chiéu hién hanh




