Phu luc VII
BIEU MAU VAN BAN

(Kém theo Théng tw s 36/2018/TT-BYT ngay 22 thang 11 nam 2018 ciia
B trudng Bo Y té)

Miu s6 01
TEN DON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO SO Poc lap - Tu do - Hanh phiic
SH: ... [eceee , ngay...... thang...... nam 20....

THONG BAO PAP UNG
THUC HANH TOT BAO QUAN THUOC, NGUYEN LIEU LAM THUOC

Kinh gui: Cuc Quan 1y Dugc /Cuc Quan 1y Y, Dugc cd truyén - Bo Y€/ S6Y
té tinh/thanh pho ...

N CO SO o e e
Dia chi kho bdo quan: ... ... e
bién thoai: ...................... Fax: ............... Email: ...........................
Nguoilienhé: ... Chuc danh: ..................
Piénthoai: ...................... Fax: ............... Email: ...
Nguoi chiu trach nhiém chuyén moén: ........................ , namsinh: .........
S6 Chimg chi hanh ngh& dUC: .....oive i
NOTCAD v, " NAM Cap ......... ,cOgiatridén ......... (néu co)
Co so chung toi dd duoc thanh 1ap theo Quyét dinh sb ... ngdy .../.../......
cua...... quy dinh vé chirc nang, nhiém vu cua ...... , trong do6 c6 bao gém pham

vi hoat dong bao quan bdo quan thudc, nguyén li¢u lam thudc, cu thé nhu sau;

................................................................................................

Thue hién quy dinh tai Luat duoc va Thong tu sb ....../2018/TT-BYT ngay
... thang ... ndm 2018 cia B Y té quy dinh vé Thuc hanh tot bao quan thudc,
nguyén liéu 1am thudc, sau khi tién hanh ty thanh tra va danh gia dat yéu cau; co
s& chung t6i xin thong bao dap tmg tiéu chuan GSP ddi v6i pham vi bao quan
thudc trong quy dinh vé chirc nang nhiém vu cua ching toi néu trén.

Chung t6i xin cam doan thuc hién ddy du cac van ban phap luat, cac quy

ché chuyén mon dugc co lién quan.

Thu truwdng don vi
(Ky, ghi ré ho tén, déng ddu)



Maiu s6 02
TEN DON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO SO Péc 1ap - Tu do - Hanh phiic
S6: ....... [eeee , ngay...... thang...... nam 20........

BAO CAO HOAT PONG BAO QUAN VA DUY TRI NGUYEN TAC
THU'C HANH TOT BAO QUAN THUOC, NGUYEN LIEU LAM THUOC

Kinh guri: Cuc Quan 1y Duogc / Cuc Quan 1y Y, Duoc ) truyén -Bo Y té

I. THONG TIN CHUNG CUA CO SO BAO QUAN

- Ten Clha CONG LY. oo
- Piachi van phong: ... ..o
bién thoai: ...................... Fax: ............... Email: ........................
- Dia chi co $G AUOC KIBIM AT v v evn e,
Piénthoai: ...................... Fax: ............... Email: ...,

- Gidy chung nhan ding ky kinh doanh/Gidy chung nhan ding ky dau tu:
- Gidy chimg nhan du diéu kién kinh doanh duoc sb: ......... , NGAY CAp: .........
- Nguoidai dién phap [ult: ... ..o e
- Nguoi chiu trach nhi€ém chuyén moén: ...
Chirg chi hanh NS SO & ...vvienei e,
Pam Vi oo
CAP NZAY: e Tal: oo

II. BAO CAO HOAT PONG VA DUY TRi PAP UNG GSP

Thuc hién Thong tu s6 ....../2018/TT-BYT ngay ... thang ... nim 2018 cia
B0 Y té quy dinh vé Thuc hanh tét bao quan thudc, nguyén liéu lam thudc va
cac tai liu cap nhat, trong 3 nam qua, ké tir lan danh gia GSP ngay ......... , CO
so ching toi dd nghiém tac tudn thu cac nguyén tic, tiéu chuan GSP va lién tuc
duy tri viéc dap tmg GSP ddi voi cac hoat dong bao quan trong pham vi chimg
nhén ctia minh. Cu thé nhu sau:

1. Nhan su va dao tao

1.1. 86 lwong va trinh dp nhan sw

Trinh dg | Trén | Dwgec si PH Duge st

3 4 To
B) phén PH PH khac TH NIEE ons

Quan 1y

Kho

Bo phan hé trg (Co dién...)




Téng

1.2. Hoat dong dao tao

S6 dot dao tao trong tirng nam ve linh vuc GSP va cac van dé lién quan.

2. Bao quan

2.1. Hoat dong bdo qudn:

7 S6 16 san pham thyc hién bao quéan theo timg nam, phan theo cic nhom san
pham trong pham vi ching nhén: (lam thanh phu luc riéng)

S6 Giay ding
1| Tén |ky luu hanh/ S6
thuoc | giay phép nhap
khau

Hoat chat,
ham
lwgng
/ndng dd

Tén

. | Nwoce
Dang | nha .
\ y o san
bao ché| san £
£ xuat
xuat

Diéu Thuoc kiem
kién bao soat dac
quan | biét*(néu co)

*Ghi chl: Ghi rd tirng nhom thude Kiém soat dic biét (ghi dwéi dang chir viét tat)

Loai thudc kiém soat dic biét Chir viét tit
Thuoc gay nghién GN
Thudc hudng than HT
Thudc tién chat TC
Thudc phong xa PX
Thudc dang phoi hop cd chira duge chat gay nghién PHGN
Thuoc dang phoi hgp c6 chira dugc chat huong than PHHT
Thuoc dang phoi hgp c6 chira tién chat PHTC
Thuoc doc Poc
Thuoc trong Danh muc thuoc, dugc chat thugc Danh muc chat cam sur dung Cém
trong mdt sO nganh, linh vuc

2.2. Hoat dpng gia cong:

S6 16 thyc hién gia cong dan nhan phu qua cac nam.
3. Quan Iy chat lwong
3.1. Cdc I6 sdn phdm khong dat tiéu chudn chét lwong:
Tén san phim S6 16, Ly do khong dat Hoat dong xir ly
Han dung

Chi tiéu khong dat? két
qua?
Phat hién: kiém tra chét

Hinh

thite thu hoi:

nguyén? bt budc?

tw

Tinh trang xu 1y (ti€u huy,




Tén san phim S6 16, Ly do khong dat Hoat dong xir ly
Han dung

lwong trong qua trinh | cach ly)?

bao quan? Lay mau trén | pidy tra nguyén nhan?
A

thi tm(.mg' R | Hanh  dong khiac phuc

Don vi lay mau? don vi | phong ngira?

kiém nghiém?

3.2. Cdc 1o san phdm bi khiéu nai, trd vé:

Tén sin pham S6 16, Ly do khiéu nai, tra vé Hoat dong xir ly
Han dung
Hinh thtc xu 1y?
Tinh trang xu 1y (tiéu huy,
cach ly)?

Diéu tra nguyén nhan?
Hanh dong khac phuc
phong ngura?

4, Ty thanh tra

S6 dot tu thanh tra di tién hanh qua cac nam.

S6 dot thanh tra duoc tién hanh boi cac co quan quan 1y khéc tai co so.
5. Thay ddi (néu cé)

51. Nha xwéng, hé thong phu tro:

- Xay dung, bo tri nha kho;

- Cong nang/muc dich str dung cia cac phong/khu vuc bao quan;

- H¢ thong phu trg cho hoat dong bao quan.

~ Céc bién phap kiém soat thay doi da ap dung doi voi nhimg thay doi do (tai
tham dinh, thay d61 quy trinh, dao tao lai...).
5.2. Nhén su:
Céc thay doi vé nhan su chu chot.
5.3. Thiét bi:

Cac th;ly doi (néu co) vé sb luong, chQng loai, vi tri lép dat, muc dic}} sur
dung, h¢ thong phu tro (Iam mat, xtr Iy khi cap, xu 1y khi thai...) ctia cac thiét bi
phuc vu cho hoat dong bao quan;

~ Céc bién phép kiém soat thay doi da ap dung ddi vi nhiing thay doi do (tai
tham dinh, thay d61 quy trinh, dao tao lai...).

6. Phu luc dinh kém

Pé cung cap thong tin mot cach day du, chi tiét, cap nhat vé diéu kién hién
tai cua co s0, chung t6i xin gui kém theo b&o cao nay Ban cap nhat Ho so tong
thé cua co so.




I1l. KET LUAN

Chung t61 xin cam doan toan b ndi dung bao cdo va céc tai liéu kém theo
la dung sy that va hoan toan chiu trach nhi€m trudc phéap luat vé tinh chinh xéc
va trung thyc ctia ching.

Chung t6i dong ¥ va san sang dé B Y té (Cuc Quan 1y Dugce/Cuc Quan 1y
Y, Dugc ¢0 truyén) tién hanh danh gia tai co s& v& viéc duy tri dap ung tiéu
chuan GSP trong pham vi chirng nhan ma chung t61 da duoc cap.

Thu truwong don vi
(Ky, ghi ré ho tén, déng dau)



Mau s6 03
BIEN BAN PANH GIA
“THU'C HANH TOT BAO QUAN THUOC, NGUYEN LIEU LAM THUOC”
(GSP)

e Tén co s¢ dugc danh gia:
e Dia chi co sé dugc danh gia:
e Pham vi danh gia:
e Hinh thuc danh gia:
e Thoi gian danh gia:

|. THANH PHAN POAN PANH GIA
STT Ho tén Chirc vu
L Trudng doan
2. Thanh vién
3. Thanh vién
4. Thanh vién

I1. CAN BQ CUA CO SO THAM GIA TIEP POAN PANH GIA

STT Ho tén Chirc vu

111.Y KIEN CHUA THONG NHAT GIUA CO SO VA POAN DANH GIA

Truwéng doan danh gia Dai dién Cong ty
(ky tén) (ky tén, dong dau)




MAu s6 04
BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CcucC... Doc 1ap - Tw do - Hanh phuc

.o, NEAY ... thang ... nam 20...

BAO CAO PANH GIA
THU'C HANH TOT BAO QUAN THUOC, NGUYEN LIEU LAM THUOC
(GSP)

|. THONG TIN CHUNG CUA CO SO

- Tén cua co so: ...

- bia chi co s& dugc danh gia: ...

- Dién thoai: ...

- Gidy ching nhan dang ky kinh doanh s6/Gidy ching nhan dau tu s: ...
- Ngudi dai dién phap luat: ...

- Ngudi chiu trach nhi€ém chuyén mon: ...

Il. THONG TIN CHUNG CUA POT PANH GIA

Thoi gian danh gié: ....

Thoi gian danh gia trude gan nhét: ...

Hinh thirc danh gié: ...

Pham vi danh gia: ...

I11. THONG TIN VE POAN PANH GIA
- Quyét dinh thanh lap Poan danh gia: ...

- Thanh phan Poan danh gia gom: ...

IV. PANH GIA THUC TE

1. Té chirc va quan ly

2. Nhan sy

3. Hé thong chat hrong

4. Nha xwéng, trang thiét bi

5. Bio quan thudc, nguyén liéu lam thudc



6. Nhap hang

7. Xuat hang va van chuyén

8. Quy trinh va hd so tai liéu

9. Hang tra vé

10. San pham bi thu hdi

11. Ty thanh tra

V. DANH MUC CAC TON TAI

Tham chiéu: ...

STT Ton tai Tham | Xép
chiéu loai
1. T6 chirc va quan ly
1.1.
2. Nhan sy
2.1.
3. H¢ thong chit luwong
3.1.
4. Nha xwéng, trang thiét bi
4.1.
5. Bio quan thudc, nguyén liéu 1am thudc
5.1.
6. Nhip hang
6.1.
7. Xuit hang va vin chuyén
7.1.
8. Quy trinh va ho so ti liéu
8.1.
9. Hang tra vé
9.1.
10. San pham bi thu hoi

10.1.




4
A

STT Tén tai Tham Xep
chiéu loai
11. Tuw thanh tra
11.1.
Tong két cac ton tai:  Nghiém trong: 0
Nang: 0
Nhe: 0
Khuyén céo: 0
VI. KET LUAN CUA POAN PANH GIA
Truong Doan

(K tén)
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Mau s6 05
BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CuC ... Poc lap — Tw do — Hanh phic
Tén tiéng Anh ciia Cuc Independence - Freedom - Happiness

S6/No.:.......... /IGCN-QLD

GIAY CHUNG NHAN DAP UNG THUC HANH TOT BAO QUAN
THUOC, NGUYEN LIEU LAM THUOC (GSP)

CERTIFICATE OF GSP COMPLIANCE

Phan 1/ Part 1 :

Ban hanh theo quy dinh tai Thong tu s& .../2018/TT-BYT ngay
.../.../2018 ctia BO Y té Viét Nam, Cuc Quan 1y Dugc chirng nhan:

Issued in accordance with Circular .../2018/TT-BYT dated .../.../2018 by
Vietnam Ministry of Health, the Drug Administration//Traditional medicine
Administration confirms the following:

CosO a0 QUAN:
Dia chi van phong: ..o
Diachi Kho bao quan: ...,

The eStabliSMeNt: oo
Legal adaress: oo
S AAAIESS . oo

Pi duoc danh gia theo quy dinh caa nha nudc lién quan dén Gidy ching
nhan du diéu kién kinh doanh duoC $6 ............... , theo quy dinh tai Thong tu
$6 .../2018/TT-BYT ngay .../.../2018 cia Bo Y té Viet Nam; Va/hoic quy dinh
Khac: ..o

Has been inspected under the national regulation in connection with
pharmaceutical business license No. ..................... , In accordance with
Circular .../2018/TT-BYT dated .../.../2018 by Vietnam Ministry of Health;
And/or other legal document: .....................ooell.

Can ctr két qua danh gia co sé bao quan duoc thuc hién ngay .../.../..., co
s& bao quan néu trén dugc céng nhan dap tng tiéu chuan Thuc hanh tt bao
quan thudc, nguyén liéu lam thubc (GSP) theo theo quy dinh tai Thong tu s6
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..J2018/TT-BYT ngay .../.../2018 cua Bo Y té Viét Nam, phi hop voi hudng
dan GSP cua T6 chuc Y té thé gidi.

From the knowledge gained during inspection of this establisment, which
was conducted on .../.../..., it is considered that it complies with the
requirements of Good Storage Practice for medicinal products and medicinal
materials laid down in Circular .../2018/TT-BYT dated .../.../2018 by Vietnam
Ministry of Health, which is harmonized with the requirements of GSP guideline
of World Health Organization.

Gidy chtng nhan nay thé hién tinh trang tuan thia GSP cia co sd bao quan
tai thoi diém danh gia néu trén va co6 hiéu luc khong qua 3 nam keé tir ngay danh
gia. Tuy nhién, can ctr theo nguyén tac quan ly rai ro, thoi gian hiéu lyc cua
Gidy chang nhan co thé dugc rat ngan hodc kéo dai va dugc ghi tai muc Nhiing
noi dung han ché hozc lam ré.

This certificate reflects the status of the warehousing site at the time of the
inspection noted above and should not be relied upon to reflect the compliance
status if more than three years have elapsed since the date of that inspection.
However, this period of validity may be reduced or extended using regulatory
risk management principles by an entry in the Restrictions or Clarifying remarks
field.

Giay chung nhan chi c6 hiéu luc khi thé hién dy du cac trang va bao géom
ca Phan 1 va Phan 2.

This certificate is valid only when presented with all pages and both Part
1 and Part 2.

Tinh xéc thyc cia Gidy chiing nhan nay c6 thé duoc xac nhan théng qua
noi dung dang tai trén trang thong tin dién tir cia Cuc Quan ly Dugc Viét Nam /
Cuc Quan 1y Y, Dugc cb truyén. Néu khdng c6, hay lién hé véi Cuc Quan ly
Duoc / Cuc Quan 1y Y, Duoc ¢6 truyén Viét Nam dé duoc 1am rd.

The authenticity of this certificate may be verified in website of the Drug
Administration of Vietnam / Traditional medicine Administration of Vietnam. If it
does not appear, please contact the Drug Administration / Traditional medicine
Administration of Vietnam.
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Phan 2/ Part 2 :

1.

HOAT PONG BAO QUAN THUOC
STORAGE OPERATIONS — MEDICINAL PRODUCTS

11

Thubc héa dwoc chira khang sinh nhém B-Lactam /
Chemical medicinal products containing g-Lactam antibiotics

1.1.1. Thudc bao quan & diéu kién thudong / Normal storage condition.

1.1.2. Thudc bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C

1.1.3. Thudc bao quan & diu kién khac / Other storage conditions :

1.2

Thuoc héa dwge khong chira khang sinh nhém B-Lactam /
Chemical medicinal products not containing f-Lactam antibiotics

1.2.1. Thudc bao quan ¢ diéu kién thuong / Normal storage condition.

1.2.2. Thudc bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C

1.2.3. Thudc bao quan & diu kién khac / Other storage conditions :

13

Thubc dwoe liéu / Herbal medicinal products

1.3.1. Thudc bao quan & diéu kién thudong / Normal storage condition.

1.3.2. Thudc bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C

1.3.3. Thudc bao quan & diéu kién khac / Other storage conditions :

14

Thudc sinh hoc / Biological medicinal products

1.4.1. Thubc bao quan & diéu kién thuong / Normal storage condition.

1.4.2. Thudc bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C

1.4.3. Thudc bao quan & diéu kién khac / Other storage conditions :

1.5

Thudc phai kiém soat diic biét / Special-controlled medicinal products

1.5.1. Thudc bao quan & diéu kién thuong / Normal storage condition.

1.5.2. Thudc bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C

1.5.3. Thudc bao quan & diéu kién khac / Other storage conditions :

2.

HOAT PONG BAO QUAN NGUYEN LIEU LAM THUOC
STORAGE OPERATIONS — MEDICINAL MATERIALS

2.1

Nguyén liéu khang sinh nhom g-Lactam / g-Lactam antibiotics materials

2.1.1. Nguyén liéu bao quan & diéu kién thuong / Normal storage condition.

2.1.2. Nguyén liéu bao quan ¢ diéu kién lanh / Cold storage condition : 2 — 8 °C
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2.

HOAT PONG BAO QUAN NGUYEN LIEU LAM THUOC
STORAGE OPERATIONS — MEDICINAL MATERIALS

2.1.3. Nguyén liéu bao quan ¢ diéu kién khac / Other storage conditions :

2.2

Nguyén liéu héa dwge khac / Other chemical medicinal materials

2.2.1. Nguyén liéu bao quan ¢ diéu kién thudng / Normal storage condition.

2.2.2. Nguyén liéu bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C

2.2.3. Nguyén liéu bao quan ¢ diéu kién khac / Other storage conditions :

2.3

Nguyén li¢u dwgre liéu / Herbal medicinal materials

2.3.1. Nguyén liéu bao quan ¢ diéu kién thuong / Normal storage condition.

2.3.2. Nguyén liéu bao quan ¢ diéu kién lanh / Cold storage condition : 2 — 8 °C

2.3.3. Nguyén liéu bao quan ¢ diéu kién khac / Other storage conditions :

2.4

Nguyén liéu sinh hoc dung lam thudc / Biological medicinal materials

2.4.1. Nguyén liéu bao quan & diéu kién thuong / Normal storage condition.

2.4.2. Nguyén liéu bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C

2.4.3. Nguyén liéu bao quan ¢ diéu kién khac / Other storage conditions :

2.5

Nguyén liéu phai kiém soat dic biét / Special-controlled medicinal materials

2.5.1. Nguyén liéu bao quan ¢ diéu kién thuong / Normal storage condition.

2.5.2. Nguyén liéu bao quan ¢ diéu kién lanh / Cold storage condition : 2 — 8 °C

2.5.3. Nguyén liéu bao quan ¢ diéu kién khac / Other storage conditions :

2.6

Nguyén liéu khac: ... / Other medicinal materials: ...

2.6.1. Nguyén liéu bao quan ¢ diéu kién thuong / Normal storage condition.

2.6.2. Nguyén liéu bao quan ¢ diéu kién lanh / Cold storage condition : 2 — 8 °C

2.6.3. Nguyén liéu bao quan & diéu kién khac / Other storage conditions :

Noi dung han ché hozc 1am 13 lién quan dén pham vi ching nhan :
Any restrictions or clarifying remarks related to the scope of this certificate :

A A
Cuc trudng Cuc Quan 1y Dugc / Cuc Quan 1y Y, Duoc ¢o truyén
Director of Drug Administration / Traditional medicine Administration
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Miu s6 06
TEN DON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO SO Poc lap - Tu do - Hanh phiic
SH: ....... [oceee , ngay...... thang...... nam 20....

BAO CAO THAY POI VE
THUC HANH TOT BAO QUAN THUOC, NGUYEN LIEU LAM THUOC

Kinh giri: Cuc Quan 1y Duoc / Cuc Quan 1y Y, Dugce ¢ truyén - Bo Y té

S0 0 0 P
Diachi kho bdo quan: ...
Dién thoai: ...................... Fax: ............... Email: ...........................
Nguoilienhé: ... Chuc danh: ..................
biénthoai: ...................... Fax: ............... Email: ...........................
Nguoi chiu trach nhiém chuyén mon: ........................ , namsinh: .........
S6 Chung chi hanh nghE dUOC: ..o.utiee e
NOTCAD e, " NAM Cap ......... ,cOgiatridén ......... (néu co)

ba duoc cép Giéy chirng nhan du diéu kién kinh doanh dugc sb: ......... ,
ngay cap: ......... v6i loai hinh va pham vi kinh doanh:

................................................................................................

................................................................................................

................................................................................................

Danh muyc tai liéu lién quan dén thay d6i (tiy theo loai hinh thay d6i, kém
theo céc tai li€u twong tng).

Sau khi nghién ctru Luat Duoc va cac quy dinh khac vé hanh nghé duoc,
chung toi xin cam doan thuc hién ddy du cac van ban phap ludt, cac quy ché
chuyén mén duoc c¢6 lién quan. Pé nghi Cuc Quén 1y Dugc (hodc Cuc Quan ly
Y, Dugc ¢ truyén) xem xét, danh gia viéc dap tng GSP ddi vé6i thay doi néu
trén cua co s¢ ching toi.

Chung t6i xin gui kém ban bao cao nay cac tai liéu sau day:

1. Ban sao Gidy chimg nhan du diéu kién kinh doanh dugc da cap (hoic
Gidy chung nhan GSP d3 cp cho co s¢ khong vi muc dich thuong mai);

2. Ban sao Gidy chimg nhan diang ky kinh doanh (hoac Tai liéu phap Iy
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vé viéc thanh 1ap va chic nang nhiém vu cia co so khdng vi muc dich thuong
mai) (phu hop voi noi dung bo sung/ thay doi),
3. HO so tong thé cua co sd da cap nhat cac ndi dung thay doi.

Thu truwong don vi
(Ky, ghi ré ho tén, déng ddu)
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