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1.1

Thu6 dan vi thI.rc hien cac hoBt deng tri6n khai GMP tei Vien: khao sat, xay
dI.rng quy trinh

Ph pm vi y6u eau ceng vi§c:

Khao sat th Irc t& t Bi cac dan vi li6n quan (Trung tam Mau Que)c gia, Hlo bao

quan, khu wc san xuat – x(r 19)

E)£nh gia mac de phil hqp v6i cac nguy&n tac GMP hien hanh caa Be Y td

Xay dIIng, hoan thien he th6ng quy tdnh, tai lieu GMP:

+ Quy trinh quan IV chat luqng theo GMP

+ Quy trinh san xuat, ki6m soat qua trinh

+ Quy trinh ve sinh, ki6m soat m6i trudng

+ Quy trinh h6 sa - tai lieu GMP

Tu van cai ti&n b6 tri mjt bang, luang di chuy6n theo nguy&n tac GMP

Ha trq tri6n khai thIrc t6, ap dung cac hu6ng dan GMP hien hanh caa BQ Y t6
va th6ng l§ qu6c t6 (WHO/EU-GMP n6u phil hqp).

H6 so, bao cao phai:

+ Dang cau trac GMP

+ C6 bang chang, bi6u mau, PhIl lpc day da

+ Phil hqp thIrc td v8n hanh tgi Vi6n
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San pham ban giao:

+Bi&n ban nghiem thu theo tang giai doon.

+ Bao cao khao sat hien tr 4ng GMP

+ BQ quy trinh, tai lieu GMP hoan chinh

+ Bao cao t6ng k6t tri6n khai GMP

1.2

1.3

Dja di an: Tpi Vien Huy&t hgc – Truy6n mau Trung uong

Y6u eau chung:

Chuy6n gia c6 ? 02 nam kinh nghi§m thIrc tG v6 GMP trong ITnh vlrc mau -
ch6 phbn mau hojc duqc - sinh ph£m;

C6 ? 02 chuy6n gia c6 trinh d6 ttl dpi hpc tr6 l&n v& ITnh wc Y – Duqc va c6

chang chi dao t40 GMP hoic ISO 9001 hoBo ISO 13485;

S6 nim kinh nghiem trong ITnh wc tu van, dao t go GMP ? 03 nam;

Da thvc hien t6i thi6u 01 hqp d6ng li6n quan d&n tu van dao too GMP k6 tir
nam 2023 d6n nay

Thu6 dan vi tht.rc hien cac hoet dOng tri6n khai Labo hieu chuan t$i Vien
Huy6t hgc – Truyin mau TW theo Tieu chuan ISO/IEC 17025: tu vin, xay
dr.rng quy trinh, d£nh gia th&

2

2.1

/

O£©i;

Ph@m vi y6u eau c6ng viec:

Tu van xay dIIng Labo hieu chuan theo ISO/IEC 17025

Xay dlmg h§ th6ng quan IV chat luqng

Danh gia thO (internal assessment)

2.2

2.3

Dja di6m thIrc hien: TBi ph6ng Quan IV chat luqng va cac khoa X6t ghi§m Vien
Huy6t hgc – Truy8n mau TW.

Y6u eau ning lvc kinh nghiem va nhan sv:

Nha th£u da ttIng tham gia cac hopt dOng tu van, hu6ng dan, v8n hanh va ap

dung cac Ti&u chuan ISO trong 02 nam gin day;

C6 it nhat ? 01 hap d6ng da hoan thien xay dung, c8p nh6t cac tai lieu he
th6ng chung phd hqp theo Ti6u chuan ISO/IEC 17025;

Chuy6n gia c6 ? 02 nam kinh nghiem va tri6n khai Labo hi6u chuan theo ti&u a
2
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chuan ISO/IEC 17025 ;

C6 ? 02 chuy6n gia c6 trinh dQ ttl doi hpc tra IGn, c6 chang chi dao t40 v6
ISO/IEC 17025 ;

Thue dan vi thI.re hien cac hoet dOng tri6n khai he th6ng phdng x6t nghiem
tham chi6u tei Vien Huy6t hgc – Truy6n mau TW: tlr vin, xay dt.rng quy
trinh, d£nh gia thfr

r

aLga3

3.1. Ph@m vi y 6u eau c6ng v iec:

Tlr vin xay dlnrg m6 hinh ti chfrc va he th6ng quan ip phdng x6t nghiem
tham chi6u.

+ Ta chao danh gia th& (danh gia nOi be ma ph6ng) mac dO dap ang ang y6u
eau ph6ng x6t nghiem tham chi6u

+ Ha trq hoan thien ha so, tai lieu ph Irc VP c6ng tac c6ng nh§n/danh gia caa ca

quan c6 tham quy6n

Xay dt.rng va chuan h6a he th6ng tai lieu, quy trinh

-Don vi tu van ra soat, xay dIIng ho4c b6 sung cac tai lieu (phil hqp thIrc t6 tri6n
khai t4i Vien)

Nh6m tai lieu quin lp:

-So d6 ta ch(rc va m6 ta ch(IC nang, nhiem vp caa ph6ng x6t nghiem tham chi6u

- Quy trinh quan IV nhan sv

- Quy trinh ki6m soat tai lieu va h6 sa

- Quy trinh quan lj' rai ro va cai ti6n chat luqng

-Quy trinh quan lj' trang thi a bi, v8t tu, h6a chat

- QuP trinh d£nh gia nei be

Nh6m qu)' trinh chuy6n m6n

- Quy trinh ti6p nh8n va xa 19 mau x6t nghiem tham chi6u

- Quy trinh thIrc hien x6t nghiem tham chi6u

- Quy trinh xac nh8n gia tri sa dung pIluang phap x6t nghiem (n6u ap dung)

- Quy trinh bao cao, luu tra va s& d IIng k6t qua x6t nghiem tham chi&u

Cic bi6u mau, ha sa

-Bi6u mau ghi nh8n k6t qua
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- Bi6u mau theeo d6i chat luqng

Bi6u mau danh gia nOi be, hanh dOng khac phac – phdng ngOa

I)antI gia tha he th6ng phdng x6t nghiem alam chi6u

-L8p k6 ho4ch va chuong trinh danh gia tha

-Thy chien danh gia thO m6 ph6ng theo y6u eau ph6ng x6t nghiem tham chi6u.

-Nh§n di§n di6m phil hqp, chua phil hqp va khuy6n nghi cai ti6n

-H8 trq da vi khac phIrc cac di6m chua phil hqp sau danh gia thO

-L8p bao cao danh gia th& hoan chinh

Y6u eau k6t qui c6ng viec:

-Be tai lieu, quy trinh, bi6u mau day da theo ph@m vi c6ng viec

-Bao cao dara1 gia thO he th6ng ph6ng x6t nghiem tham chi6u

-Bi6n ban dao tBO, hu6ng dan v6n hanh (n6u c6)

-Tai lieu ban gia du6i dgng ban in va file dien ta (Word/PDF)

3 .2

3.3

Dia di6m thtrc hi§n: T4i ph6ng Quan IV chat luqng va cac khoa x6t nghiem caa

Vien Huy6t hgc – Truy6n mau Trung IIang

Y6u eau nang IVC kinh nghiem va nhan SP:

- C6 kinh nghiem tu van, tri6n khai he th6ng ph6ng x6t nghiem, he th6ng quan

19 chat lugng trong Hnh VIle y t6/x6t nghiem

- C6 it nh6t Ol hgp dang mong tV vd tu van, xay dtmg he th6ng phi)ng x6t
nghi6m hoac phong x6t nghiem tham chi&u

Nhan slr thuc hi6n:

-Chuy6n gia cha tri: Doi hgc tr6 16n thuQc ITnh wc x6t nghiem y hgc, sinh hgc, Y
t6 hoBo tuong duong

_c6 02 nam kinh nghiem thvc t6 trong xay dvng, v8n hanh hoBo danh gia he
th6ng ph6ng x6t nghiem

-Nhan dv tham gia phai c6 19 ljch khoa hgc r6 rang, duqc phan cf)ng nhiem VV
cu th6

Thue dan vi dao too c§p nh§t ki6n th(rc vi th Irc hanh t6t san xuat thu6c,

nguyen lieu lam thu6c (GMP) va tht.rc hanh t6t bao quan thu6c, nguyen lieu
lim thu6c (GSP)

4. 01 16p
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Ph4m vi y6u eau dao too:

Th Irc hanh t6t san xuat thu6c, nguy6n lieu lam thu6c (GMP)

Th Irc hanh t6t bao quan thu6c, nguy6n lieu lam thu6c (GSP)

cac van ban phap lu8t hien hanh li6n quan d6n GMP va GSP va Quy ch6
Duoc.

4.1

Hinh thac dao t go: tr Irc ti6p

C6 tai lieu dao t40 phat cho hgc vi6n (ban in ho4c ban man)

Chuong trinh dao t40 duqc xay dlmg phil hqp v6i thIrc tG hoot dOng caa Vien

Thai gian dao t@o: 02 ngay/ lap; 8 ti6t/ ngay

S6 hoc vi6n: 30 CBNV

4.2 Dia di6m td ch(rc dao t4o: TBi Vien Huy6t hpc – Truy6n mau Trrung u(Ing

4.3 Y6u eau nang IVC kinh nghiem va nhan SIl:

Giang vi6n tham gia dao t4o:

+ C6 trinh dQ dBi hgc tr6 16n chuy6n nganh Y- Duqc

+ c6 kinh nghiem dao too hoic tri6n khai GMP/GSP Z 03 nam

Don vi dao tPO c6 ? 02 hqp d6ng tham gia dBO GMP/GSP trong 03 nam gan

day

K6t thac kh6a dao too trong ve)ng 10 ngay don vi dao tBO phai cap chang
chi/chang nh8n dao t go cho 30 can bQ nhan vi6n tham gia kh6a dao tPO.

Thu6 dan vi dao teo c§P nh8t ki6n thee vi he th6ng quan IP chit luqng cho
("'BNV Trung tam Mau Qu6c gia va cac khoa X6t nghiem

5.

Ph4m vi y6u eau dao t4o:

T6ng quan v6 an toan sinh hgc kong phe)ng x6t nghrem

Phan lo4i cap dO an toan sinh hgc

Y6u eau co sd v8t chat, trang thi a bi dai v6i phe)ng x6t nghiem an toan sinh
hgc cap II

Th irc hanh laIn viec an toan v6i tac nhan sinh hgc nguy co trung binh

SO dpng9 baO quan Va ki6m SOat ta an toan sinh hgc Cap II

5
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Quan 19 chat thai, su c6 r6 ri, phoi nhi6m sinh hgc

Quy trinh tIng ph6 sv c6 va bao cao tai non ph6ng x6t nghiem

Khai niem rai ro hong he th6ng quan IV chat lu9ng

Nh8n dien rai ro trong hopt dOng x6t nghiem va bao quan mau

Phuong phap danh gia r(Ii ro (ma tr§n rai ro, mac dQ anh hu6ng – kIM nang
xay ra)

L8p k6 hooch ki6m soat va giam thi6u rai ro

Hanh dOng khac phIrc va hanh dang ph6ng ngOa

Theo d6i hieu lvc hanh deng va cai ti6n li6n tuc

Li6n he ap dung trong cac ti6u chuan ISO/IEC 17025, ISO 15189,GMP/GSP

Chucrng trinh dao tPO duqc xa)' dtmg phil hqp v6i thIrc t6 hogt dOng caa Vien

NOI dung dao tPO phd hqp v6i quy djnh hien hanh caa Ba Y t6 vG an toan sinh hgc

Thai gian dao t4o: 02 ngay/lap, 8 ti6t/ngay

Hinh thac dao too: tr Irc ti6p

C6 tai lieu dao t 40 phat cho hgc vi6n (ban in hoic ban man)

sa luqng hgc vi6n: 30 CBNV

5.2 Dia di6m t6 chOo dao t4o: Tpi Vien Hu)'& hgc – Truy6n mau TIung IIang

5.3 Y6u cau nang Ipc kinh nghiem va nhan SIr:

Giang vi6n tham gia dao tOo:

+ c6 trinh d6 dai hoc trey 16n chuy6n nganh sinh hgc, y sinh, x6t nghiem ho§c

ITnh vlrc li6n quan

+ C6 kinh nghiem ? 03 nam trong IIra vIrc an toan sinh hgc ph6ng x6t nghiem

+ c6 chang chi dao t go hoBo chang nh6n chuy6n m6n v6 an toan sinh hgc

+ C6 kinh nghi§m dao too v& quan 19 rai ro, CAPA theo ti6u chuan ISO

- K& th(IC kh6a dao t40 trong ve)ng 10 ngay don vi dao t go phai cap chang
chi/chang nh8n dao t40 cho 30 can ba nhan vi&n tham gia kh6a dao t@o

Thu6 dan vi th Irc hien dao t40 vi he th6ng quan ip chat hrqng cho CBNV tei
Vi6n Huy6t hgc – Truy6n mau TW theo Tieu chu6n ISO/IEC 17025
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6.1 Ph4m vi y6u eau dao t go:

- T6ng quan ISO/IEC 17025

- Nguy6n tac va eau trac ti6u chuan ISO/IEC 17025

- Ph gm vi ap dIIng trong phang tha nghiem/ti6u chuan

- So sanh, li6n he vai ISO 9001;15189 (n&u c6)

- Chuong trinh dao t40 duqc xay dIIng phil hqp v6i thIrc t6 ho4t dOng caa Vien
dam bao nQi dung:

+ Nhan sv: nang lvc, dao tPO, phan c6ng trach nhiem

+ Thi8t bj: Quan 19, hieu chuan, truy xuat chuan do luang

+ Phuong phap tha nghiem/hieu chuan va tham djnh phuong phap

+ Dam bao gia tri str dIlng caa k6t qua tha nghiem/hieu chuan

+ DO kh(')ng dam bao do – Khai nhiem va thIn hanh co ban

- Thai gian dao teo: 02 ngay/ Idp; 08 ti6t/ ngay

- Hinh thtrc dao t go: tr\rc ti6p

- C6 tai lieu dao tPO phat cho hgc vi&n:

+ Cung cap day da tai lieu hgc Qp (ban in ho4c ban man)

+ NOI dung bam sat ti6u chuan ISO/IEC 17025: 2017, c§P nh§t va phd hW th jlc
ti6n

S6 luqng hgc vi6n: 03-05 CBNV
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6.2 Dia di6m t6 chao dao too: T4i Vien Huy6t hgc – Truy6n mau TIung IIang

6.3 Y6u eau nang Ipc kinh nghiem va nhan SV:

_ Dan vi dao tao c6 ? 05 nam kinh nghiem dao t40/tu van ISO/IEC 17025

_ Don vi da thuc hi6n dao tao ISO/IEC 17025 cho cac ph6ng tha nghiem, hieu

chuan9 ccr sd y ti hoBo don Vi tuong dUong.

- Giang vi6n tham gia dao t4o:

+ c6 chUng chi chuy6n gia/danh gia vi6n ISO/IEC 17025

+ C6 ? 02 nam kinh nghiem thIrc t6 tri6n khai, danh gia he the)ng ISO/IEC
170259 kp nang su ph pm, huang dan th Irc hanh t6t

Kinh dg nghi Qu9 Don vi gai bao gia tat ca nOi dung tr&n tdi Vien HuYet hgc

TIuy6n mau Trung IIang.
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1. MIle dich bao gia: Lam co s6 xay dIIng kG ho4ch Iva chQn nha thau

2. Thai gian nh8n thu chao gia: tru6c 16h00 ngay { thing 6znam 2026.

3. Yell eau bio gia:

V6 gia: Gia theo thi trudng da bao g6m thuG VAT va tat ca cac lo4i thu6, phi va l§
phi li6n quan.

Bao gia c6 hieu lvc t6i thi6u 06 thing kG ttl ngay phat hanh.

Don vi chao gia gai k&m ban sao giay ph6p dang kV kinh doanh c6 d6ng dau caa
Qu9 C6ng ty.

4. Hinh th(rc gai bao gia: De nghi Qu9 C6ng ty gai ban c;ang (c6 Iq’' va d6ng dau), gai
trIrc ti6p hoBo theo dudng bull dien (trudng hgp gai bULI dien thdi gian nh8n bao gia phai
tru6c thai h4n g(Ii bao gia quy djnh tei mpc 2).

5. Dja di6m nh§n bao gia

Phi)ng 132, ba ph§n Vin thu, Vien Huy6t hgc - Truy6n mau Trung IIang, Pha Ph 4m
Van BBch, Phudng Y6n Haa - Qu8n cau Giay - Ha NOi;

6. Can am hi6u them th6ng tin

Xin li6n he Tru6ng ph6ng Quan trj: 024. 3782 1895 (683).

Q'$ d'" "i '? q”y6" g6P t n§'1 th,6ng tin !r&n chu? day .da hP? c6 \inh, cy yIli pL_
djnh ho§c Qu9 don vi c6 phuong an d6 xuat dot chat luqng han xin vui lang g6P ? dG VienPl?
dugc h'a" thien hd so xay dIIng ha so theo dang cac quy djnh hien hanh caa nha m6QWdh

KT.VIEN TRU6NG

PH6 VIEN TRV6NG
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Le Lam
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