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BENH VIEN NHI TRUNG UONG QTQL.NC.29.3

Quy trinh giant sat cua hoi dong dao dire doi vdi cac nghien cuu y sinh hpc 12/3/2025

Lich su’ thay doi tai lieu

Phien ban Ngay hieu luc Sira doi

3 12/3/2025 - Sua doi bang kiem va bien ban giam 
sat

Phan phoi

Tat ca cac dem vi: 01 ban/ don vi

4

Ghi chu: Day la tai lieu da duac kiSm sodt. Bdt cir tai lieu nao khong dupe dong ddu cua benh vien
phdi duac kiem tra truac khi sir dung vd can duac thong bao vai nhan vien phu trach. Luu hanh noi bp.
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1. MUC DICH

- Nham tang cuang chat luong cac hoat dong nghien cuu khoa hoc, dam 
bao cac nghien cuu duac thuc hien dung theo de cuang va quy dinh hien hanh 
ve nghien cuu khoa hoc.

2. PHAM VIAP DUNG

- Cac de tai, du an nghien cuu y sinh hoc co lien quan den doi tuong la con 
nguai tai Benh vien Nhi Trung uong.

3. TRACK NHIEM

- Chu nhiem de tai/du an co nghien cuu y sinh hoc co doi tuong la con 
nguai.

- To thu ky hanh chinh.

4. NHUNG NGUCH QUAN LY, GIAM SAT TUAN THU QUY TRINH

- Ban Giam doc Benh vien;

- Thanh vien Hoi dong dao due trong nghien cuu y sinh hoc;

- Lanh dao Vien Dao tao va Nghien cuu Sue khoe Tre em, To thu ky hanh 
chinh.

5. KHAI NIEM/DINH NGHIA/THUAT NGU/ - VIET TAT • • •
5.1. Khai niem/ dinh nghla/ thuat ngu

- Khong ap dung

5.2. Viet tat

VP HDDD: Van phong Hoi dong Dao due

6. CAC BLOC THUC HIEN CUA QUY TRINH

4

6.1. Lira do

Cac buac thuc hien• • Md ta, tai lieu lien quan Trach nhiem

' Lap ke hoach
kiem tra /giam sat

Ke hoach kiem tra/giam sat 
duqc phe duyet hang nam

- To thu ky

-Hoi dong dao 
due

1 - To thu ky

-Hoi dong dao 
due

Thong bao ke hoach 
kiem tra/giam sat

Ghi chu: Day la tai lieu da duac kiem sodt. Bat cu tai lieu nao khong duac dong dau ciia benh vien
phdi dupe kiem tra truac khi sir dung va can duac thong bao vdi nhan vien phu trdch. Luu hanh noi bo.
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6.2. Dien giai chi tiet
Buoc 1. Lap ke hoach kiem tra/giam sat

Cac budc there hien Md ta, tai lieu lien quan Trach nhiem

Trien khai kiem tra / 
giam sat

Bang kiem cac noi dung 
kiem tra/ giam sat theo bieu 
mau:

BM1/QTQL.NC.29.3

Bien ban kiem tra/ giam sat 
cua tung nghien cuu theo 
bieu mau:

BM2/QTQL.NC.29.3

- Hoi dong dao 
due

Hoan thanh 
bao cao

Giai trinh chinh sua va thay 
doi sau giam sat diem 
nghien cuu theo bieu mau:

BM3/QTQL.NC.29.3

- Nhom nghien 
cuu

- Thur ky hoi dong lap ke hoach kiem tra giam sat hang nam, bao gom thanh 
phan, thoi gian, noi dung, khoa phong lien quan va xin xac nhan cua Hoi dong 
dao dure cap co sa.

- Hoat dong kiem tra/giam sat dugc tien hanh it nhat 1 lan/nam, hoac dugc 
tien hanh dot xuat trong truong hgp can thiet.

- Thanh vien trong to kiem tra/giam sat cua Hoi dong dao due co the tu 05- 
07 thanh vien trong Hoi dong.

Bude 2. Thong bao ke hoach kiem tra/ giam sat

- Doi vai hoat dong kiem tra/giam sat dinh ky: thu ky hoi dong thong bao 
kd hoach giam sat ddn nghien cuu vien chinh, cac khoa phong thuc hien nghien 
cuu va Nha tai trg.

- Doi vai hoat dong kiem tra/giam sat dot xuat: hoi dong se tien hanh kiem 
tra doc lap va khong thong bao den nghien cuu vien chinh, cac khoa phong thuc 
hien nghien cuu va Nha tai trg.
Bude 3. Triin khai kiem tra/giam sat

- To kiim tra/giam sat tien hanh danh gia cac hoat dong cua thu nghiem 
lam sang, so sanh doi chieu theo de cuang va cac quy dinh hien hanh.

Ghi chu: Day la tai lieu da duac Idem sodt. Bdt cu tai lieu nao khong duac dong dau cua benh vien
phdi duac ki£m tra truac khi sit dung va can duac thong bao vai nhan vien phu trach. Luu hanh npi bp.
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- To kiem tra/giam sat danh gia cac noi dung theo bang kiem.

- Thu ky hoi dong ghi chep bien ban, chi ro nhung ton tai, han che can khac 
phuc de dam bao chat luong nghien cuu va gui bien ban den nhom nghien cuu.

Buuc 4. Hoan thanh bao cao giam sat

- Chu nhiem de tai, nhom nghien cuu tien hanh khac phuc cac ton tai, gui 
bao cao den Hoi dong dao due.

7. BIEU MAU, HUONG DAN CONG VIEC

STT Ten bieu man, huang dan cong viec Ma tai lieu •

1 Bang kiem cac noi dung kiem tra/ giam sat BM1/QTQL.NC.29.3

2 Bien ban kiem tra/ giam sat diem nghien cuu BM2/QTQL.NC.29.3

3 Giai trinh chinh sua va thay doi sau giam sat 
diem nghien cuu

BM3/QTQL.NC.29.3

8. HO SO

TT Ten ho su Noi luu
Thdi gian 

luu
Phuong 
phapluu

Phuong 
phap huy

1 Ke hoach giam 
sat dinh ky/dot 
xuat.

VP HDDD 05 nam Ban cung Cat xen

2 Bang kiem cac 
noi dung kiem 
tra/ giam sat

3 Bien ban kiem 
tra/ giam sat cua 
Hoi dong dao 
due

4 Cong van bao 
cao giam sat gui 
cac ben lien
quan

TAI LIEU THAM KHAO

1. Thong tu so 43/TT-BYT ngay 12/12/2024 cua Bo Y te ve viec ban hanh 
Quy dinh viec thanh lap, to chuc va hoat dong cua Hoi dong dao due trong 
nghien cuu y sinh hoc.

Ghi chu: Day la tai lieu da duac kiem sodt. Bat cir tai lieu nao khong duac ddng ddu cua benh vien
phai duac kiem tra truac khi su dung va can duac thong bao vdi nhan vien phu trach. Luu hanh npi bp.
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Quy trinh giam sat cua hoi dong dao due doi vdi cac nghien cuu y sinh hoc 12/3/2025

2. Thong hr 29/2018/TT-BYT ngay 29/10/2018 cua Bo Y te Quy dinh ve thu 
thuoc tren lam sang.

Ghi chu: Day la tai lieu <33 duac kiem sodt. Bdt cu tai lieu nao khong duac dong ddu ciia benh vien
phdi duac kiem tra truac khi sit dung vd can duac thong bao vai nhan vien phu trach. Luu hanh npi bp.



BENH VIEN NHI TRUNG UONG CONG HO A XA HOI CHU NGHIA VIET NAM
HOI ©ONG DAO DITC TRONG Doc lap - Tir do - Hanh phuc

NGHIENCUUY^INH HOC

BANG KIEM
CAC NOI DUNG KIEM TRA/GIAM SAT

Ten de tai:......................................................................................................................

Nghien cuu vien chinh:.........
Don vi:......................................

BANG KIEM GIAM SAT DIEM NGHIEN CUU

Ngay thanh tra

Ten va dia chi cua diem nghien cuu

Ma so de cuong nghien cuu:

Giai doan cua nghien cuu:

Nghien cuu vien chinh

Ten nghien cuu

Phe duyet de cuong cua co quan quan ly 

Phien ban & ngay:
r y a

Chap thuan de cuong cua Hoi dong dao 
due

Phien ban & ngay:

Phieu dong y co thong tin (ICON) Phien 
ban da duoc phe duyet & ngay:

Ngay sang loc ciia ngubi tham gia thu 
nhat

So ngubi tham gia ghi danh?
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So nguai tham gia da nit khdi nghien 
cuu?

So nguai tham gia da hoan thanh nghien 
cuu?

CETCr VIET TAT

ADR hai phan ung thuoc 

CRF Truong hop Bao cao Mau 

CoA Certificate of Analysis 

CRO To chuc nghien cuu lam sang 

CV Ly lich khoa hoc 

GCP Thuc hanh lam sang tot 

ICH Hoi nghi quoc te ve Hai hoa 

EEC Uy ban Dao due Doc lap 

IRB Hoi dong dao due co so 

IP San pham nghien cuu 

PI nghien cuu vien chinh 

RA Co quan quan ly

SAE Bien co bat loi nghiem trong 

SOP Thu tuc thuc hanh chuan

A. CO SO VAT CHAT Co Khong Khong 
ap dung

A.l Khu vuc tiep don

Al. 1 Khu vuc nay co kich thuoc phu hop va de tiep can doi vdi 
ngudi tham gia?

A.l Khu vuc tu van

A2.1 Khu vuc tu van noi PI danh gia nhung ngudi tham gia trong 
cac chuyen tham co kich thuoc du rong?

A2.2 Tu cd khoa de bao mat tai lieu (truy cap cd kiem soat)?

A2.3 Neu khong, khu vuc noi cac thu tuc dugc thuc hien day du
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A. CO SO VAT CHAT Co Khong Khong 
ap dung

va de dang truy cap dugc?

A.3 Phong thu tuc

A3.1 Khu vuc noi cac thu tuc dugc thuc hien du rgng va de dang 
truy cap dugc?

A3.2 Khu vuc lay mau mau dugc giu theo quy trinh kiem soat 
nhiem trung?

A.4 Khoa dugc (khu vuc lira tru san pham nghien cuu)

A4.1 Khoa dugc dugc tiep can va kiem soat nhiet do?

A4.2 Viec chuan bi san pham nghien cuu dugc quan ly thuc hien 
theo cac de cuang da dugc phe duyet bai doi ngu nhan vien co 
trinh do phu hgp?

A4.3 Cac ban ghi nhiet do dien tu hoac ban viet tay co san cho 
cac khu vuc luu tru cac san pham nghien cuu?

A4.4 Co san SOP ve lam the nao de xu ly loi ve dien hay nhiet 
do a khoa dugc co lien quan den viec luu tru cac san pham 
nghien cuu?

A4.5 Cac san pham nghien cuu khac nhau dugc de trong tu khoa 
rieng biet va xac dinh ro rang?

A.5 Luu tru

A5.1 Tai lieu dugc luu tru thich hgp?

A5.2 Kho luu tru dugc kiem soat viec truy cap?

A5.3 Mot nguai dugc chi dinh de kiem soat viec xu ly van ban 
va duy tri ho so?

A5.4 Co mot thoa thuan giua nha tai trg va Diem nghien cuu / 
CRO ve luu tru cac tai lieu?

A5.5 Co dieu khoan ve tai lieu nay trong de cuang hoac hgp 
dong khong?

A5.6 Khu vuc kho luu tru dugc chong chay va chong con trung?

A.6 Xu ly chat thai
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A. CO SO VAT CHAT Co Khong Khong 
ap dung

A6.1 Viec xu ly mau vat sinh hoc va vat nhon phu hap?

A6.2 Co mot he thong ma hoa mau duac dung theo ma quoc te?

- Den cho chat phong xa

- Vang cho chat thai lay nhiem va mau.

- Hop dung vat sac nhpn mau vang.

- Xanh cho chat thai thong thuang.

- Trang cho chat thai tai che.

B HE THONG BAO DAM CHAT LUTING
Co Khong Khong 

ap dung

B.l Co quy trinh chuan cho tat ca cac thu tuc quan trong?

B.2 Tuan thu SOPs?

B.3 Co san ho so dao tao cho doi ngu nhan vien?

B.4 Co hop dong trach nhiem (duac xac dinh ro rang va duac liet 
ke) giua nha tai trq / CRO va PI co san?

B.5 Yeu ciu mot mo ta to chuc cua Diem nghien cuu / CRO va 
luu y nhung diem sau day:

1. So luong va phan loai nguai lao dong

2. Mo ta ve trinh do, dao tao va kinh nghiem cua nhan vien

3. Khoi luong cong viec cua nhom nghien cuu

4. So luong cac nghien cuu lam sang dong thai thuc hien tren 
diem nghien cuu va xac dinh cac thanh vien tham gia de 
tranh nham lan va lan Ion cua quan ly san pham nghien cuu

B.6 Co san bang chung cac nha tai tro giam sat thu nghiem?

B.7 Cac AE, SAE duac xu ly theo quy trinh chuan va yeu cau 
quan ly?

B.8 Nhat ky giam sat duac cap nhap?

TAI LIEU

Cac tai lieu thiet y6u la nhung tai lieu rieng le va chung cho phep danh gia ve hanh vi cua 
mot thu nghiem va chat luong cua cac du lieu duac tao ra. Nhung tai lieu phuc vu de chung
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minh sir phu hgp cua cac nghien cuu vien, nha tai trg va giam sat vien vdi cac tieu chuan cua 
GCP va tat ca cac yeu cau quy dinh hien hanh.

Kiem tra su san co cua cac tai lieu sau day:

(Trong giai do an lap ke hoach cac tai lieu sau day can phai duac tao ra truac khi tien hanh 
cac thu nghiem)

C Tai lieu
Co Khong Khong 

ap dung

C.l Trirtfc khi tien hanh cac thu* nghiem

C.l.l Chung

C. 1.1.1 Co san mot phe duyet, ky ten va phien ban cudi cung cua 
De cuong nghien cuu (bao gom ca cac sua doi)?

C. 1.1.2 Lieu cac de cuong mo ta cac loai thong tin do phai dugc 
bao cao giua

- Nha tai trg / EC / tra va NRA / nha tai trg

C. 1.1.3 Co san Mau dong y co thong tin (dich) va thu tuc ap 
dung?

C. 1.1.4 Co san benh an nghien cuu (CRF) theo yeu cau cua de 
cuong?

C. 1.1.5 Co san tai lieu / tuyen bo bao hiem / su dam bao boi 
thuong?

C. 1.1.6 Bao hiem co gia tri trong thdi gian thu nghiem?

C. 1.1.7 Co hgp dong ky ket giua cac ben lien quan vi du nhu 
Nghien cuu vien / CRO, Nghien cuu vien / Nha tai trg?

C.l. 1.8 Co san tai lieu huang dan ro rang ve chuyen giao trach 
nhiem?

C.l.1.9 Tat ca tai lieu phe duyet phai co san: Duplicate

• Phe duyet cua Uy ban Dao due doc lap (Neu ro ngay phien ban 
cua de cuong va ICF dugc phe duyet.)

• Phe duyet cua co quan quan ly. (Neu ro ngay phien ban cua de 
cuong va ICF dugc phe duyet.)

C.l. 1.10 Co san cac bien ban hgp, noi tai lieu lien quan dugc 
xem xet va phe duyet.

BM1/QTQL.NC.29.3 Trang 5 tren 8 12/3/2025



C Tai lieu
Co Khong Khong 

ap dung

C.l Tnro'c khi tien hanh cac thu- nghiem

C. 1.1.11 CV cua cac Nghien cuu vien va cac thanh vien nhom 
nghien cuu dugc ky mai nhat va ngay

C.l. 1.12 BSng chung dao tao GCP hop le cua tat ca cac thanh 
vien trong nhom nghien cuu

C.l. 1.13 Xac nhan su san co cua cac bieu mau bao cao SAE va 
cac thu tuc / moc thoi gian bao cao (bao gom ca SOP ho trg)

C.1.2 Quy trinh thuc hanh chuan

C.l.2.1 Co san ho so dao tao cho can bo ve SOP?

C.l.2.2 Nhom nghien cuu dugc dao tao ve de cuang nghien cuu?

C.l.2.3 Nhom nghien cuu dugc dao tao ve cac thu tuc cu the 
trong de cuang?

C.1.4 San pham nghien cun (IP)
C. 1.4.1 Mau nhan cua IP (chi a nha tai trg)
C.l.4.2 Nhan IP theo GMP va cac yeu cau quan ly?
C.l.4.3 IP dugc dan nhan chi su dung cho thu nghiem lam sang?
C. 1.4.4 Co san tat ca ho sa van chuyen cac IP (ngay thang, so 
batch)
C.l.4.5 Co san cac ho sa giao, nhan cua IP?
C.l.4.6 Co thu tuc cho nhap khau va xuat xuang 16?
C. 1.4.7 Co san bang chung ve dieu kien nhu da neu trong de 
cuang da dugc duy tri trong khi van chuyen va bao quan san 
pham
C.l.4.8 Xac nhan CoA cua cac IP (Kiem tra tinh on dinh, so 16, 
ngay het han) de tuan thu
C. 1.4.9 Co san ho sa giai trinh IP vi du so lugng dat hang va 
nhan dugc?
C.l.4.10 Co san thu tuc giai ma cho cac thunghiem mu?
C. 1.4.11 Co san SOP / huang dan cho viec xu ly IP va vat lieu 
thu nghiem co lien quan?
C. 1.4.12 Co san mau luu dugc duy tri?

(Ngodi viec cd trong ho sa giay td ke tren cac tai lieu sau day can duac them vdo tap tin 
trong viec tien hanh cac thu nghiem)
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C.2 Tai lieu them trong thu nghiem
Co Khong Khong 

ap dung

C.2.1 Cap nhat IB vi du ADRs

C.2.2 Bat ky sua doi da dugc phe duyet cho: de cuong hoac ICF

C.2.3 IEC va chap thuan phap ly cua bat ky nghien cuu vien moi, 
va ly lich cua ho

C.2.4 Bang chung dao tao GCP dugc cong nhan

C.2.5 Cac bang chung trong viec trao ddi giao tiep khac ngoai 
viec theo doi tham kham:

Cac thu tu, Bien ban va chuong trinh hop, ghi chu cac cuoc ggi 
dien thoai

C.2.6 Ban ddng y co thong tin da ky

C.2.7. Tai lieu ngudn, vi du X-quang, xet nghiem huyet thanh in, 
the nhat ky

C.2.8 CRFs da ky ghi ngay

C.2.9 Bao cao SAE cho nha tai trg

C.2.10 Bao cao cua bat ky ADR ngoai du kien va thong tin an 
toan lien quan cho NRA va IEC noi yeu cau

C.2.11 Bao cao tien do cho IEC

C.2.12 Nhat ky sang Ipc ddi tugng tham gia

C.2.13 Danh sach ma nhan dang ddi tugng tham gia

C.2.14 Nhat ky ghi danh ddi tugng tham gia

C.2.15 Bang PI phan cong nhiem vu cd chu ky cua nhom nghien 
cuu

C.2.16 Cac mau sinh hoc dugc giu lai (hd so, dieu kien bao 
quan)

(Tai lieu sau khi hoan thanh hoac chdm diet thu nghiem)

C.3 Tai lieu sau thu nghiem
Co Khong Khong 

ap dung

C.3.1 Tai lieu ve viec xu ly cac IP

C.3.2 Danh sach ma nhan dang ngudi tham gia da hoan thanh

C.3.3 Bao cao cudi cung bdi nghien cuu vien den IEC va co quan 
quanly
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C.3 Tai lieu sau thu nghiem
C6 Khong Khong 

ap dung

C.3.4 Co san ke hoach theo doi (giai doan sau thu nghiem) cho 
ngudi tham gia vdi cac tac dung phu lien quan den IP theo de 
cuong?

D QUY TRINH DONG Y CO THONG TIN
Co Khong Khong 

ap dung

D.l Phien ban mau dong y co thong tin duqc str dung giong vdi 
ban duqc IEC / IRB chap thuan?

D.2 Co SOP de lay su dong y ciia ngudi tham gia Nghien cuu?

D.3 Tat ca nhung ngudi tham gia duac dua mot ban sao ciia mot 
phieu dong y cd thong tin da ky ket?

D.4 Tat ca nhung ngudi tham gia ky giay chap thuan trudc bat 
ky thii tuc lien quan nghien ciiu?
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BENH VIEN NHI TRUNG UONG CONG HOA XA HOI CHU NGHIA VIET NAM
HOI BONG DAO DCC TRONG Doc lap - Tu do - Hanh phuc

NGHIEN CUU Y SINH HOC

BIEN BAN
KIEM TRA/GIAM SAT DIEM NGHIEN CUU

I. Thong tin chung

1. Ten nghien cuu:...........................................................................................................

2.
3.
4.
5.
6.
so

Chu nhiem:
Dan vi thuc hien:
Nha tai trg:
Ma so chap thuan cua Hoi dong dao due co so:
Ma s6 chap thuan cua Ban danh gia dao due Bo Y te (neu co): 
..... /CN-BDGDD ngay.......Quyet dinh phe duyet cua Bo Y te: ,/QD-BYT ngay

7. Thai gian thuc hien: thang....... /....... -thang /.......
8. Doi tugng thuc hien:
9. Ngay kiem tra/giam sat:
10. Dia diem kiem tra/giam sat:
11. Thanh phan doan kiem tra/giam sat

12. Dai dien nhom nghien cuu

13. Dai dien diem nghien cuu

14. Dai dien nha tai trg:
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II. Cac hoat dong trong dot giam sat

HI. Ket qua kiem tra/giam sat:

IV. Ket luan cua Doan danh gia: (Ve cac van de lien quan den hap tac to chirc trien 
khai tai thirc dia, viec tudn thii GCP ciia chit nhiem de tai, ke hoach thirc hien theo phe 
duyet ciia Bp Yte; Viec tudn thii quy trinh..., quy dinh tuyen chon ddi tuang nghien ciru, 
cac ho sa SAE... Dira ra kien nghi cho Hoi dong Dao dire va ca quan quan ly neuphat 
hien thay cd diem khong phu hop).
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Bien ban kiem tra/giam sat dugc thong qua dai dien nhom nghien cuu, doan kiem 
tra va dugc lam thanh 02 ban co gia tri nhu nhau.

Dat kiem tra/giam sat ket thuc vao luc gia ngay..../..,/20...

Dai dien nhom nghien cuu (ky, ghi ro ho ten)

Dai dien dia diem nghien cum(ky, ghi ro hg ten)

Thu* ky doan danh gia (ky, ghi ro hg ten)

Truung doan danh gia (ky, ghi ro ho ten)
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BENH VIEN NHI TRUNG UONG CONG HO A XA HOI CHU NGHIA VIET NAM
Don vi:.^^^^^^^^^........... Doc lap - Tor do - Hanh phuc

GIAI TRINH CHiNH SLA VA THAY DOI 
sau giam sat diem nghien cuu

Kinh gin: Hoi dong dao due trong NCYSH Benh vien Nhi Trung uong

Ten de tai:........

Chu nhiem de tai:.............

Nghien cuu da duac Hoi dong dao due giam sat, danh gia ngay / /20 , chu 
nhiem de tai xin tiep thu cac gop y cua thanh vien doan giam sat va xin chinh sua theo gop 
y nhu sau:

STT

Cac van de con ton tai

Noi dung chinh sua, thay ddi

(co hinh anh, tai lieu... minh chung 
kem theo)

1. Van de 1:........... ...............................................................................

2. Van de 2:........... ...............................................................................

...........

Ha Noi ngay thang nam 20

Chu nhiem de tai
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