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1.1

Thu6 dan vi thlrc hi6n cac hoet deng tri6n khai GMP tei Vien: khio sat, xay
dr.Ing quy trinh

01 g6i

Ph 4m vi y6u cau c6ng vlec:

Kha, ,at thU, t6 td cac don vi li6n quan (Trung tam Mat1 Qu6c gia, kho bao

quan, Hru VVC san xuat – xa 15')

D6,nh gia mac de phil hqp vc’yi cac nguy6n tac GMP hien hanh caa Be Y tG

Xay dung, hoan thi§n he th6ng quy tdnh, tai lieu GMP:

+ Quy trinh quan IV chat luqng theo GMP

+ Quy trinh san xu a, ki6m soat qua tdnh

+ Quy trinh ve sinh, ki6m soat m6i trueYng

+ Quy trinh hC) so - tai lieu GMP

Tu vin cai ti6n b6 tri mjt bang, luC)ng di chuy6n theo nguY6n tac GMP

Ha tru tri6n khai thIrc t69 ap dUng CaC hu(9ng dan GMP hien hanh caa BQ Y tG
va th6ng le qu6c t6 (WHO/EU-GMP n6u phO hW).

H6 so, bao cao phai:

+ Dang eau trac GMP

+ c6 bang chang, bi6u mau, PhIl IPC day da

+ Phil hqp thtrc t6 v8n hanh t4i Vien

San pham ban giao:
+Bi6n ban nghi6m thu theo tOnI ;iai dopn.
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+ Bao cao khao sat hien tr4ng GMP
+ Be quy trinh, tai lieu GMP hoan chinh
+ Bao cao tang kat tri6n khai GMP

1.2

1.3

Dja di6m: Tei Vi§n Huy6t hgc – Truy6n mau Trung ucrng

Y6u eau chung:

Chuy6n gia c6 ? 02 nam kinh nghiem thIrc td vd GMP trong ITnh vvc mau -
chd ph&n mau hoN duqc - sinh ph£m;

C6 ? 02 chuy6n gia c6 trinh dQ ttl dpi hpc tr6 16n v& linh VIle Y – DIrac va c6

chang chi dao tBO GMP ho4c ISO 9001 hoic ISO 13485;

S6 nam kinh nghiem trong ITnh wc tu van, dao tBO GMP ? 03 nam;

Da th Irc hien t6i thi6u 01 h9p dang li6n quan d6n tu van dao tPO GMP k6 ttl
nam 2023 d6n nay

Thu6 dan vi th Irc hien cac ho9t dOng tri6n khai Labo hi€u chuan tei Vien
Huy6t hgc – Truyin mau TW theo Ti6u chu£n ISO/IEC 17025: tlr vin, xay
drjng quy trinh, d£nh gia tha
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2.1 Ph4m vi yau cau c6ng viec:

Tu van xay dung Labo hi§u chuan theo ISO/IEC 17025

Xay dtmg he th6ng quan 19 chat luqng

D hrh gia tha (internal assessment)

2.2

2.3

Dja di&m th Irc hien: T4i ph6ng Quan 19 chat luQng va cac khoa X6t ghiem Vien
Huy6t hgc – Truy6n mau TW.

Y6u eau nang Ipc kinh nghiem va nhan SIl:

Nha thau da ttIng tham gia cac ho4t dOng tu van, hu6ng dan, v8n hanh va ap

d IIng cac Ti6u chuan ISO trong 02 nam gin day;
C6 it nh& ? 01 hqp dang da hoan thien xay dung, c8p nh6t cac tai lieu he
th6ng chung phd hqp theo Ti6u chuan ISO/IEC 17025;

Chuy&n gia c6 ? 02 nam kinh nghiem vd tri6n khai Labo hi6u chuan theo ti6u
chuan ISO/IEC 17025 ;

C6 ? 02 chuy&n gia c6 trinh d6 t& d@i hgc tr6 16n

chang chi dao t go va ISO/IEC 17025 ;

ITnh vue Y/ DIrac; c6
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Thu6 do’n vi th Irc hien cac hoet dOng tri6n khai he th6ng phdng x6t nghiem
tham chi6u tBi Vien Huy6t hgc – Truyin mau TW: tu: van, xay dr.I:ng quy
trinh, d£nh gia tha

3

3.1. Ph4m vi y6u eau c6ng viec:

Tw van xay dr.rng m6 hinh ta chee va he th6ng quin lj, phi)ng x6t nghiem
tham chi6u.

+ T6 ch(rc d£nh gia th(I (danh gia nOi bO m6 ph6ng) mac de dap ang tIng y6u
eau ph6ng x6t nghiem tham chi6u
+ Ha tra hoan thien hd so, tai lieu ph Irc vv c6ng tac c6ng nh8n/danh gia caa co

quan c6 th£m quy6n
Xay dwng va chu£n h6a he thing tai lieu, qu)' trinh
_Dan vi tu van ra soat9 xay dvng hoic b6 sung cac tai lieu (phil hqp thIrc te tri6n
khai tai Vien)
Nh6m tai lieu quan V:
_so di td ch(rc va me) ta ch(IC nang, nhiem vv caa ph6ng x6t nghiem tham chi6u
- Quy trinh quan IV nhan sv

- Quy trinh ki6m soat tai lieu va ha so

- Quy trinh quan 19 rai ro va cai ti6n chat luqng
-Quy trinh quan IV trang thi6t bi, v8t tu, h6a chat
- QuP hinh danh gia n6i b6
Nh6m qu)' trinh chu)'en m6n
_ Quy trinh ti6p nh§n va x& IV mau x6t nghiem tham chi6u

- Quy trinh thIrc hien x6t nghiem tham chi6u
- Quy trinh xac nh6n gia tri s& d IIng phuong phap x6t nghiem (n6u aP dImg)

_ Quy trinh bao c.ac)9 lull tra va s& d IIng k8t qua x6t nghiem tham chi6u
Cic bi6u mau, hi sa
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-Bi6u mau ghi nh8n k6t qua

- Bi6u mau theeo dai chat luqng

- Bi6u mau danh gia nOi be, hanh dOng khac pHIC ph6ng ngDa

D£nh gia tha he thing phdng x6t nghiem tham chi6u

-L§p kd hooch va chuong ainh danh gia th&

_Thy chien danh gia th(r me) phong theo y6u eau ph6ng x6t nghiem tham chi6u.

.,Nh6n dien di&n phil hqp9 chua pha hW Va Hluy6n nghi Cai ti6n

-H8 trq da vi khac PhIIC cac di6m chua phil hW sau danh gla tha

-L8p bao cao danh gia tha hoan chinh
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Yeu ciu k6t qua c6ng viec:
-Be tai lieu, quy trinh, bi6u mau day da theo phpm vi cang vi§c
-Bao cao dara gia tha he th6ng ph6ng x6t nghiem tham chi6u
-Bi6n ban dao t go, hu6ng dan v6n hanh (n6u c6)

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

3.2

3.3

Dia di6m thvc hi§n: Toi phi)ng Quan 19 chat luqng va cac khoa x6t nghiem caa

Vien Huy6t hgc – TIuy6n mau Trung IIang

Y6u eau nang Ipc kinh nghiem va nhan sv:

_ c6 kinh nghiem tu van9 tri6n khai he th6ng phdng x6t nghiem, he th6ng quan

IV chAt lu9ng trong Hnh VIle y t6/x6t nghiem
- C6 it nh£t 01 hQP dang mong tv vG tu van, xay dlmg he the)ng phdng x6t

nghi6m ho§c ph6ng x6t nghiem tham chi6u
Nhan slr th Irc bien:

-Chuy6n gia cha tri: DBi hgc tr& IGn thuQc Hnh wc x6t nghiem y hgc, sinh hgc, Y
t6 hoBo tuong duong

...c6 02 nam kinh nghiem thtrc td trong xay dIIng, v§n hanh ho8c danh gia he
th6ng ph6ng x6t nghiem

-Nhan dtI tham gia phai c6 19 ljch khoa hgc ra rang, duqc phan c6ng nhiem VV
cu th6

Thue dan vi dao tao c§p nh§t ki6n thac vi th Irc hanh t6t san xuat thu6c,
nguy6n lieu lam thu6c (GMP) va thI.rc hanh t6t bao quan thu6c, nguYen lieu
lim thu6c (GSP)

4. 01 16p

Ph pm vi y6u cau dao tPo:

Thuc hanh t6t san xu£t thu6c, nguy6n lieu lam thu6c (GMP)

Thjlc hanh t6t bao quan thu6)c, nguy6n lieu lam thu6c (GSP)

cac van ban phap lu8t hien hanh li6n quan din GMP va GSP va QuY ch6
DIrac.

Hinh thac dao t go: tr Irc ti6p

C6 tai lieu dao t40 phat cho hgc vi6n (ban in hoBo ban mGm)

chu(,.Ing trinh dao tBO dugc xay dung phd hqp vCIi thIrc tG ho4t dang caa Vien

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

4.1
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S6 hoc viGIl: 30 CBNV

4.2 Dja di6m t6 chao dao too: TBi Vien Huy6t hgc – Truy6n mau Trrung u(nrg

4.3 Yeu eau nang IPC kinh nghiem va nhan SP:

(Jiang vien tham gia dao too:
+ C6 trinh d6 dpi hgc tr6 16n chuy6n nganh Y- Duqc
+ C6 kinh nghiem dao tPO ho§c tri6n khai GMP/GSP ? 03 nam
Dan vi dao t go c6 ? 02 h(yp dang tham gia d go GMP/GSP trong 03 nam gan

day
K6t thtIC kh6a dao t go trong v6ng 10 ngay don vi dao t go phai cap chang

chi/chang nh8n dao t40 cho 30 can bQ nhan vi6n tham gia kh6a dao t40.

Thue dan vi dao teo c§p nh§t ki6n th(rc vi he th6ng quan ip chat lu:(.rng cho

CBNV Trung tam Mau Qu6c gia vi cac khoa X6t nghiem
5. 01 G6i

Ph pm vi y6u eau dao t go:

T6ng quan vd an toan sinh hpc hong phi)ng x6t nghiem

Phan lo4i cap dO an toan sinh hgc

Y6u eau co sd v8t chat, trang thi& bi d6i v6i pIle)ng x6t nghiem an toan sinh

hgc cap II

Thuc hanh lam viGo an toan v6i tac nhan sinh hgc nguy ca kung binh

S& d IIng, bao quan va ki6m soat ta an toan sinh hpc cap II

Quan IV chat thai, sv c6 r6 ri, ph(yi nhi6m sinh hgc

Quy trinh Ong pho SV c6 va bao cao tai npn ph6ng x6t nghiem

Khai niem rai ro trong he thc")ng quan 15' chat lu(?ng

Nhan dien rai ro trong ho@t dang x6t nghiem va bao quan mau

Phuong phap danh gia rai ro (ma tr8n n’li ro, mOe dO anh hu6ng – kha nang
xay ra)

L§p ki hoBch ki6m soat va giam thi6u rai ro

Hanh deng khac PhIlo va h&rh dOng phdng ngaa

5.1
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STT Bei dung

Theo d6i hieu lvc hanh dOng va cai ti6n li6n Qc

Li6n he ap dung hong cac ti6u chuan ISO/IEC 17025, ISO 151899GMP/GSP

Churang trinh dao tPO duQC xay dIIng phil h(?p v6i thIrc td hopt dOng caa Vien

N(ii dung dao t@o phd hqyp vCyi quy djnh hien hanh caa Be Y td vd an toan sinh hoc

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

Hinh thac dao too: tr Irc ti6p

C6 tai lieu dao tPO phat cho hgc viGII (ban in ho4c ban mGm)

S6 lu9ng hgc vi6n: 30 CBNV

r

S6

hrqng

5.2 Dja di6m ta chac dao tBo: T4i Vien Huy6t hgc – Truy6n mau Trung uong

5.3 Y6u cau nang lvc kinh nghiem va nhan sv:

- Giang vi6n tham gia dao tPo:

+ C6 trinh d6 d4i hgc tr6 16n chuy6n nganh sinh hgc, y sinh, x6t nghiem ho4c ITnh

VVC li6n quan

+ C6 kinh nghiem Z 03 nam trong Ii’nh vtrc an toan sinh hgc phdng x6t nghiem

+ C6 chang chi dao t@o ho8c chang nh8n chuy6n m6n v6 an toan sinh hgc

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

- Ka th(IC kh6a dao too trong v6ng 10 ngay don vi dao t40 phai cap chang
chi/ch(mg nh§n dao tBO cho 30 can be nhan vi6n tham gia kh6a dao tBO
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6.1

Thu6 dan vi th Irc hien dao too vi he th6ng quan ip chit hrqng cho CBNV tei i _

Vien Huy6t hgc – Truy6n mau TW theo Tieu chuin ISO/IEC 17025 Ul g01

Ph pm vi y6u eau dao teo:

- T6ng quan ISO/IEC 17025

- Nguy6n tic va c£u trac ti6u chuan ISO/IEC 17025

- Ph pm vi ap d IIng trong ph6ng thO nghiem/ti&u chuan

- So ShIh, li6n he v6i ISO 9001;15189 (n6u c6)
Chuong trinh dao tPO duqc xay dIIng phil hqp v6i thIrc t6 hopt dOng caa Vien

dam bao nOi dung:

+ Nhan sv: nang Ipc, dao t40, phan c6ng trach nhiem
+ Thi a bj: Quan 19, hi§u chuan, truy xu£t chuan do luang
+ Phuong phap tha nghiem/hieu chuan va th6m djnh phuang phap
+ Dam bao gia tri sO dung caa k6t qua th& nghiem/hieu chuan
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+ DO kh6ng dam bao do – Khai nhiem va th jlc hanh ca ban

- Thai gian dao tPo: 02 ngay/ 1(yp; 08 tia/ ngay

- Hinh th(rc dao t@o: trjlc ti6p

- C'6 tai li§u dao too phat cho hgc vi6n:

+ CIIng cap day da tai lieu hgc Wp (ban in hoic ban m&n)

+ NOI dung bam sat ti6u chuan ISO/IEC 17025: 2017, c8p nh8t va phil hQP thIrc
ti6n

- S6 luqng hgc viGIl: 30 CBNV

Dia di6m td ch(rc dao t@o: T@i Vi§n Huy6t hgc – Truy6n mau Trung uong6.2

6.3 Y6u eau nang IPC kinh nghi§m va nhan SP:

- Don vi dao tao c6 ? 05 nam kinh nghiem dao tPO/tu van ISO/IEC 17025

_ Don vi da thu(.. hi6n dao tao ISO/IEC 17025 cho cac ph6ng tha nghiem, hieu
chuan, co sd y t6 hoBo don vi along duong.

- Giang vi6n tham gia dao tPo:

+ C6 chang chi chuy6n gia/d£nh gia vi6n ISO/IEC 17025

+ C6 ? 02 nam kinh nghiem thIrc td tri6n khai, danh gia he th6ng ISO/IEC
170259 ky nang su ph gm, huang dan thvc hanh tat

Dan vi c6 tha g(Ii bao gia cho tang hBng mpc tr6n t6i Vien Huyet hgc - Truy6n mau

Trung uong.

1. Muc dich bao gia: Lam co sd xay dung kd hopch Iva ch9n nha thau

2. Thai gian nh§n thu chao gig: tru(ye 16hOO ngaY 29 thing 04 nam 2026.

3. Yell eau bao gia:

va gia: Gia theo thi trueyng da bao ga)m thud VAT va tat ca cac loBi thuG, phi va le
phi li6n quan.

Bao gia c6 hieu lvc t6i thi6u 06 thing k6 ttl ngay phat hanh.

Dan vi chao gia gai kam ban sao gi6y ph6p dang kj kinh doanh c6 d6ng dau cia Qu9
C6ng ty.

4. Hinh thac gai bio gia: Da nghi Quj/ CC>ng tY gai ban c;ang (C6 kV va d6ng daU)9 ga1 trjlC
ti6p hoBo theo duOng buu dien (tru ang hqp gai bull di§n thai gian nh§n bao gia phai tru6c
thai hpn gai bao gia quy djnh tgi mpc 2).

5. Dja di6m nh8n bao gia
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Ph6ng 132, ba ph8n Van thu, Vien Huy6t hgc - Truy6n mau Trung uong, Ph6 Phom

Van BBch, Phudng Y&n Haa - Qu8n Cau Giay - Ha NOi;

6. Can tim hi6u th6m th6ng tin

Xin li&n he Tru6ng ph6ng Quan trj: 024. 3782 1895 (683).

Qu9 dan vi c6 quy&n g6p V n6u th6ng tin tran chua day da hoic c6 tinh chat chi djnh
ho§c Qu9 dan vi c6 phuang an da xu£t dot chat luqng han xin vui lang g6p V d6 Vien duqc

hoan thien hd so xay dlmg ha so theo dang cac quy djnh hien hanh caa nha nu6c.#bZ. _ _

KT.VIEN TRIFaNG

PH6 VIEN TRU6NG
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