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BIEU MAU VAN BAN
(Kem theo Thong twso  /TT-BYT ngay .. thang ... nam 2025

/4

cua B¢ truong Bo Y té)

Miu s6 01
TEN DON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO SO Poc lap - Tw do - Hanh phuc
Sb: ....... [eee , ngay...... thang...... nam 20........

PON PE NGHI PANH GIA VIEC PAP UNG
THUC HANH TOT SAN XUAT THUOC, NGUYEN LIEU LAM THUOC
CUA CO SO SAN XUAT KHONG Vi MUC PiCH THUONG MAI

Kinh gtri: Cuc Quan ly Dugc / Cuc Quan 1y Y, Duogc ¢ truyén -BOY té
I CO SO ittt

Dia chi CO SO SAN XUAL: ... i e

biénthoai: ...................... Fax: ............... Email: ...........................
Nguoilien hé: ... Chuc danh: ..................
Dién thoai: ...................... Fax:............... Email: ...........................

Thue hién Thong tu s6 ....../201 /TT-BYT ngay ... thang ... ndm 20... ca
BO Y té quy dinh vé Thuc hanh tot san xuét thudc, nguyén li¢u lam thude, sau
khi tién hanh ty thanh tra va danh gia dat yéu cdu, co s chung t6i xin dé nghi
véi BO Y té (Cuc Quan Iy Dugc/Cuc Quan ly Y, Duogc cd truyén) dugc danh gia
viéc dap ung tiéu chuin Thyc hanh t6t san xudt thudc, nguyén liéu lam thudc
(GMP) ddi véi pham vi hoat dong san xuat thudc, nguyén liéu lam thudc cua
ching t61 nhu sau:

Tai liéu GMP ap dung tai co so*:

Dé nghi cap Gidy chiung nhian GMP : c¢6 / khong

Chung t6i xin giri kém ban dé nghi nay cac tai liéu sau day:
1. Tai liéu phap 1y vé viéc thanh 1ap va churc nang nhi¢m vu ctua don vi;
2. H6 so tong thé cua co so.
Thu truwéong don vi
(Ky, ghi ré ho tén, déng ddu)

(*): Ghi rtd6 WHO-GMP hodc GMP dbi véi thube dugc lidu. ...



MAu s6 02
TEN BON VI CHU QUAN CONG HOA XA HOI CHU NGHIA VIET NAM
TEN CO SO Poc lap - T do - Hanh phiic
Sb: ....... [eee , ngay...... thang...... nam 20........

BAO CAO HOAT PONG SAN XUAT VA DUY TRi NGUYEN TAC
THU'C HANH TOT SAN XUAT THUOC, NGUYEN LIEU LAM THUOC

Kinh gtri: Cuc Quan ly Dugc / Cuc Quan 1y Y, Dugc cd truyén -BOY té

I. THONG TIN CHUNG CUA CO SO SAN XUAT

+ T8N €0A NhA SAN XUAL: ..oeeeeeeee et

+ DPi1a chi VAN PhONg: ... e
Dién thoai: ...................... Fax:............... Email: ........................

+ Dia chi co & QUOC KIEM tra: ... .vveeee e
biénthoai: ...................... Fax: ............... Email: ........................

+ Gidy chting nhan diang ky kinh doanh/Gidy chung nhan ding ky dau tu:
+ Gidy chimg nhan du diéu kién kinh doanh dugc s6: ......... , NgAY CAP: .........
+ Nguoi dai dién phdp ludt: ... ..o
+ Nguoi chiu trach nhiém chuyén mon: ...
Chtng chi hanh nghE SO & ...oovuiiie i
Pham Vi oo
CAP NEAY: .o Tat: oo
+ Nguoi phu trach dam bao chat TWONg: ........ooovuiiieiiie e
Chtng chi hanh nghe SO & ...oovniii e
Pham Vit oo
CAP NZAY: .o Tal: o

II. BAO CAO HOAT PONG VA DUY TRI PAP UNG GMP

Thuc hién Thong tu sb ...... /2018/TT-BYT ngay ... thang ... nam 2018 cua
BO Y té quy dinh vé Thuc hanh tdt san xuét thudc, nguyén li¢u lam thubc va cac
tai liéu cap nhat, trong 3 ndm qua, ké tir lan danh gia GMP ngay ......... , CO SO
chung t6i dd nghiém tic tuan thii cac nguyén tic, tiéu chuan GMP va lién tuc
duy tri viéc dap tmg GMP ddi véi cac hoat dong san xuét kinh doanh trong
pham vi chirng nhan ctia minh. Cu thé nhu sau:



1. Nhan su va dao tao

1.1. Sé lwong va trinh d¢ nhén sw

Trinh do | Trén | Dwoec si PH Dugec si

B¢ phan PH PH khic TH Khac | Tong

San xuat

Pim bao chit lwgng (QA)

Kiém tra chit lwgng (QC)

Co dién

Kho

T(K)ng

1.2. Hoat dong dao tao
S6 dot dao tao trong timg nam vé cac linh vuc GMP, GLP, GSP...
2. San xuit
2.1. Hogt dpng sin xudt thanh pham:

S6 16 san pham san xuat theo timg ndm, phan theo cic dang bao ché trong
pham vi ching nhén:

A l;\ -
o Solo/mam | 016 2017 2018
Dang bao che

Thuoc san xuat vo trung:

+ Dang 1ong thé tich 16n
+ bong kho

Thubc tiét tring cudi:

+ Dang 16ng thé tich nho

Thubc khong vo tring:

+ Vién nang cliing

Thuoc duoc liéu:

+ Vién nang mém

2.2. Hoat dong gia cong dong goi:
S6 16 thyuc hién gia cong dong goi, bd sung to HDSD qua cic nim.
3. Nguyén vat li¢u

3.1. Téng sé 16 hoat chit di sir dung phén theo tirng loai hoat chit va theo
tung nam:

S6 16/n3
, ) o lofmam 2016 2017 2018
Loai hoat chat

Hoat chat A




Hoat chét B

3.2. Hoat dong dinh gid nha cung cip (NCC), nha sin xudt (NSX) nguyén
liéu, bao bi:

S6 lwong NSX, NCC da tién hanh danh gia
Nam Hoat chiat Ta dwgc Bao bi

NSX NCC NSX NCC NSX NCC

2016

2017

2018
Téng s6 da dugc
danh gia dén
hién tai

Tong sé dang sir
dung
Ty 1€ % duoc
danh gia

4. Kiém tra chit lwgng
4.1. Quy trinh kiém nghig¢m:
- Tong s6 quy trinh phén tich dang 4p dung.
- S6 quy trinh phan tich da duoc tham dinh hodc danh gia phi hop
- Céc phép thtr dugc hop dong thuc hién boi don vi bén ngoai:

Tén phép thir Pon vi nhin hop dong | Ly do khong tw thye hién

4.2. Hoat dpng dinh gid tay nghé kiém nghié¢m vién theo tirng nim:

Nim Noi dung danh gia S6 kiém nghiém
vién tham gia

2016

2017

2018

5. Quan Iy chat lwong

5.1. Cdc 16 san phdam khéng dat tiéu chudn chit lwong:

Tén san phim S6 19, Ly do khéong dat Hoat dong xir ly
Han dung

Chi tiéu khong dat? két | Hinh thic  thu hoi: ty
qua? nguyén? bat budc?
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Tén san pham

S6 16,
Han dung

Ly do khong dat

Hoat dong xir ly

Phat hién: kiém tra
chat luong khi xuat
xuoéng? theo doi d§ on

Tinh trang xt ly (ti€u huy,
cach ly)?
Diéu tra nguyén nhan?

dinh? Liy mau trén thi

trrong? Hanh dong khac phuc

S . phong ngtra?
Don vi lay mau? don
vi kiém nghiém?

5.2. Cac 16 san phdm bi khiéu nai, tra ve:

Tén sin phim S6 16, Ly do khié:u nai, tra Hoat djng xir ly
Han dung ve
Hinh thtc xir ly?
Tinh trang xt ly (tiéu huy,
cach ly)?

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

6. Ty thanh tra
S6 dot tu thanh tra d3 tién hanh qua cac nam.
S6 dot thanh tra duoc tién hanh boi cac co quan quéan 1y khéc tai co so.
7. Thay d6i (néu cé)
7.1. Nha xwéng, hé thong phu tro:
- Xay dung, bd tri nha xudéng (trong san xuét, kiém nghiém, kho bao
quan);
- Cong nang/muc dich sir dung cia cac phong/khu vuc (trong san xuat,
kiém nghi¢m, kho bdo quan);
- Hé théng phu tro (xur Iy nudc cho san xuit, HVAC, khi nén, khi cong
nghiép...)
Cac bién phap }(iém soat thay doi da ap dung dbi voi nhiing thay ddi d6
(tai tham dinh, thay doi quy trinh, dao tao lai...).
7.2. Nhan su:
Cac thay d6i vé nhan sy chu chét.
7.3. Thiét bi:
- Cac thay doi (néu co) vé s luong, chung loai, vi tri lép dat, muc dich s
dung, h¢ thong phu tro (CIP, SIP, lam mat, xu 1y khi cap, xur 1y khi thai...) cta
cac thiét bi (trong san xuat, kiém nghiém, kho bao quan);
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- Cac bién phap kiém soét thay doi da ap dung ddi voi nhitng thay doi do
(tai tham dinh, thay doi quy trinh, dao tao lai...).
8. Phu luc dinh kém
bé cung cép thong tin mét cach déy du, chi tiét, cap nhat vé diéu kién hién
tai ciia co s&, chung t61 xin gui kem theo b4do cdo nay Ban cap nhat Ho6 so tong
thé cua co so.

9. bé nghi cua co s& san xuat:

III. KET LUAN VA PE XUAT

1. Chung t61 xin cam doan toan by ndi dung bao cdo va cac tai li€u kem
theo 1a dung su that va hoan toan chiu trach nhiém trudc phap luat vé tinh chinh
xac va trung thuc ctia chung.

2. Chung t6i cam két tiép tuc duy tri viéc dap tng GMP d6i véi cac hoat
dong san xuat kinh doanh trong pham vi ching nhan.

3. Chung t6i dé nghi va sén sang dé Bo Y t& (Cuc Quén Iy Dugc/Cuc Quan
1y Y, Dugc co truyén) tién hanh danh gia tai co s¢ vé viéc duy tri dap ung ti€u
chuan GMP va tiép tuc cap Gidy ching nhan dap tmg GMP (doi véi triweong hop
co 56 dé nghi cap Gidy chirng nhan dap iing GMP).

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



MAiu s6 03

BIEN BAN PANH GIA
“THU'C HANH TOT SAN XUAT THUOC, NGUYEN LIEU LAM THUOC”
(GMP)

e Tén co s& dugc danh gia:

e Dia chi co s¢ dugc danh gia:
e Pham vi danh gia:

e Hinh thirc danh gia:

e Thoi gian danh gia:

I. THANH PHAN DOAN DANH GIA

STT Ho tén Chirc vu
L. Trudéng doan
2. Thanh vién
3. Thanh vién
4. Thanh vién

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

STT Ho tén Chirc vu

l.

2.

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

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



Miu s6 4
BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CucC.... Doc 1ap - Tu do - Hanh phuc
.., NAy ... thang ... nam...

BAO CAO DANH GIA
“THU'C HANH TOT SAN XUAT THUOC” (GMP)
I. THONG TIN CHUNG CUA CO SO SAN XUAT
+Tén cta nha san xuit:. ..
+Pia chi co s& duoc kiém tra: ...
+Pién thoai: ...
+Gidy ching nhan dang ky kinh doanh/Gidy chimg nhan dang ky dau tu:..
+Nguoi dai dién phap luat: ...
+Ngudi chiu trach nhi€ém chuyén mon: ...
II. THONG TIN CHUNG CUA POQT KIEM TRA
- Thoi gian kiém tra: ....
- Thoi gian kiém tra truée gan nhat: ...
- Hinh thuc kiém tra: ...
- Pham vi kiém tra:
III. THONG TIN VE THANH TRA VIEN
- Quyét dinh sb:...
- Thanh phan doan kiém tra gom:. ..
. KIEM TRA THUC TE
. Quan Iy chit lwong

[
<

. Nhan sy va dao tao

. Nha xwéng va hé thong phu tro
. Thiét bi

. Nguyén vat li¢u

. San xuat

. V& sinh va diéu kién vé sinh

. Kiém tra chit lwong

o 0 0 &N N AW N

. Kho bdo quan

i
(=]

. Hd so, tai liéu
. Tham dinh
. San xuit va kiém nghiém theo hop dong (néu co)

—
W DN -

. Khiéu nai, thu hi san pham va Quan ly sai léch
. Tuw thanh tra

p—
=



V. DANH MUC CAC TON TAI
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STT | Ton tai Tham | Xép
chiéu loai

1. Quin 1y chit lwong

1.1

2. Nhan su va dao tao

2.1

3. Nha xwdong

3.1

4. Thiét bi

4.1

5. Nguyén vat liéu

5.1

6. San xuit

6.1

7. Vé sinh va diéu Kién vé sinh

7.1

8. Kiém tra chat hrong

8.1

9. Kho bido quan

9.1

10. | HO so, tai liéu

10.1

11. | Tham dinh

11.1

12. | Khiéu nai va thu hdi san pham

12.1

13. | Tw thanh tra

13.1
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STT | Ton tai Tham | Xép
chiéu loai
Tong két cac ton tai:  Nghiém trong: 0
Nang: 0
Nhe: 0
Khuyén céo: 0
VI. KET LUAN CUA POAN KIEM TRA
VIIL. Y KIEN CUA CO SO ...
Poan Kiém tra Dai dién Cong ty
Thuw ky Trwéong Doan
(ky tén) (ky tén) (ky tén)
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MAu s6 05

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
cucC ... Poc lap - Tw do - Hanh phuc
Tén tiéng Anh ctia Cuc Independence - Freedom - Happiness
S6 / No.: ............../GCN-QLD

GIAY CHU’NG NHAN PAT TIEU CHUAN THUC HANH TOT SAN
XUAT THUOC, NGUYEN LIEU LAM THUOC (GMP)

CERTIFICATE OF GMP COMPLIANCE

Phin 1/ Part 1 :

Ban hanh theo quy dinh tai Théng tw s6 .../2018/TT-BYT ngay .../.../2018 ctia B4
Y té Viét Nam, Cuc Qudn ly Dworc chirng nhdn:

Issued in accordance with Circular .../2018/TT-BYT dated .../../2018 by Vietnam
Ministry of Health, the Drug Administration confirms the following:
CO SO SAN XUAL: ..o ettt st ses s ses s et et st ena e et ses s s et s e s
Pia chi van PhONE: ...ttt st e
Pia chi €O SO SAN XUAL: ......coovoviviiciecceece ettt sttt et ettt et et es s s aessae s
The eStablISMENL: ..................occoooiioiirisiii sttt ettt ettt et e
Legal AAATESS: ...t ettt et en st et eneen e an e nr e s
Manufacturing Site AddIess: ..................coooeoiieaiiie e e e e s s esr e e e eaeeaeene s
Dd dwoc ddnh gid theo quy dinh ctia nha nwéc lién quan dén Gidy chitrng nhdn du

diéu kién kinh doanh dwoc s6 .............., theo quy dinh tai Théng tw s6 .../2018/TT-BYT
ngay ../../2018 ciua B6 Y t€ Viet Nam; Va/hodc quy dinh khdc:

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:

Cdn civ két qud danh gid co s¢ sdn xudt dwoc thwe hién ngay .../.../..., cO’ S&
sdn xudt néu trén dwoc cdng nhdn ddp trng tiéu chudn Thwc hanh tét sdn xudt
thudc, nguyén liéu lam thudc (GMP) theo theo quy dinh tai Théng tw sé .../2018/TT-
BYT ngay .../../2018 cia B6 Y t€ Viét Nam, phu hop véi hwéng ddn GMP cia Té
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chirc Y té thé gi¢i (WHO) hodc Hé thong hop tdc thanh tra dwoc phdm (PIC/S) hodc
Lién minh Chdu Au (EU).

From the knowledge gained during inspection of this establisment, which was
conducted on .../.../... (day/month/year), it is considered that it complies with the
requirements of Good Manufacturing Practice for medicinal products and medicinal
materials (GMP) laid down in Circular ../2018/TT-BYT dated .../../2018 by
Vietnam Ministry of Health, which is harmonized with the requirements of GMP
guideline of World Health Organization (WHO) or Pharmaceutical Inspection Co-
operation Scheme (PIC/S) or European Union (EU).

Gidy chirng nhdn nay thé hién tinh trang tudn thi GMP cta co s& sdn xudt tai
thoi diém ddanh gid néu trén va cé hiéu lwc khong qud 3 ndm ké tir ngay ddnh gid.
Tuy nhién, cdn cir theo nguyén tdc qudn Iy rii ro, thoi gian hiéu lyc cia Gidy chitng
nhdn cé thé dwoc riit ngdn hodc kéo dai va sé dwoc ghi tai muc Nhitng néi dung han
ché hodc lam ré.

This certificate reflects the status of the manufacturing 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.

Gidy chitrng nhdn chi c¢é hiéu lwc khi thé hién ddy du cdc trang va bao gom cd
Phdn 1 va Phdn 2.

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

Tinh xdc thwc ctia Gidy chitng nhdn nay cé thé dwoc xdc nhdn théng qua ndi
dung ddng tdi trén trang théng tin dién tir ciia Cuc Qudn Iy Dwoc. Néu khéng cé, hdy
lién hé véi Cuc Qudn ly Dwoc dé dwoc lam ré.

The authenticity of this certificate may be verified in website of the Drug
Administration of Vietnam. If it does not appear, please contact the Drug
Administration of Vietnam.

Phan 2 / Part 2 :
HOAT PONG SAN XUAT / MANUFACTURING OPERATIONS

Néu co sé& tién hanh sdn xudt cdc sdn phdm cé yéu cdu ddc biét, nhw: thudc
phdéng xa hodc cdc sdn phdm chira penicillin, cephalosporins, Carbapenem,
sulphonamides, chdt doc té€ bao/chdt kim té bao, thudc chira hormon sinh duc cé tdc
dung trdnh thai, thuéc cé hoat chdt nguy hiém dwoc néu ré déi véi tirng dang sdn
phdm hodc dang bao ché.

If the company is engaged in manufacture of products with special

requirements e.g. radiopharmaceuticals or products containing penicillin,
cephalosporins, penem, cytotoxics/cytostatics, sexual hormone, substances with



hormonal activity or other or potentially hazardous active ingredients this should
be stated under the relevant product type and dosage form.

1. Thuéc vé trung

1. Sterile Products

1.1. Thubc sén xuét vé trung

1.1. Aseptically prepared

1.1.1. Thubc dang 16ng thé tich Ion

1.1.1. Large volume liquids

1.1.2. Thubc dong khd

1.1.2. Lyophilisates

1.1.3. Thudc dang ban rén

1.1.3. Semi-solids

1.1.4. Thubc dang 16ng thé tich nhd

1.1.4. Small volume liquids

1.1.5. Thudc dang ran va cay ghép

1.1.5. Solids and implants

1.1.6. Thudc san xuét vo trung khac

1.1.6. Other aseptically prepared products

1.2. Thubc tiét trung cubi

1.2. Terminally sterilised

1.2.1. Thubc dang 16ng thé tich Ion

1.2.1. Large volume liquids

1.2.2. Thudc dang ban rén

1.2.2. Semi-solids

1.2.3. Thubc dang 16ng thé tich nhd

1.2.3. Small volume liquids

1.2.4. Thubc dang ran va cay ghép

1.2.4. Solids and implants

1.2.5. Thudc tiét trung cudi khac

1.2.5. Other terminally sterilised products

1.3. Xuat xwéng thube vé trung

1.3. Batch certification

2. Thuéc khéng vé trung

2. Non-sterile products

2.1. Thuéc khéng vé trung

2.1. Non-sterile products

2.1.1. Vién nang cirng

2.1.1. Capsules, hard shell

2.1.2. Vién nang mém

2.1.2. Capsules, soft shell

2.1.3. Vién nhai

2.1.3. Chewing gums

2.1.4. Khung thdm

2.1.4. Impregnated matrices

2.1.5. Thubc dung ngoai dang 1dng

2.1.5. Liquids for external use

2.1.6. Thubc ubng dang 16ng

2.1.6. Liquids for internal use

2.1.7.Khiy té

2.1.7. Medicinal gases

2.1.8. Dang bao ché rén khac

2.1.8. Other solid dosage forms

2.1.9. Dang bao ché c6 ap luc

2.1.9. Pressurised preparations

2.1.10. Thubc phéng xa

2.1.10. Radionuclide generators

2.1.11. Thubc dang ban ran

2.1.11. Semi-solids

2.1.12. Thubc dan

2.1.12. Suppositories

2.1.13. Vién nén

2.1.13. Tablets

2.1.14. Miéng dan

2.1.14. Transdermal patches

2.1.15. Thubc khong vé trung khac

2.1.15. Other non-sterile medicinal product

2.2. Xuat xwéng thuéc khéng vé tring

2.2. Batch certification

3. Thuéc sinh hoc

3. Biological medicinal products

3.1. Thuéc sinh hoc

3.1. Biological medicinal products

3.1.1. Ché phAdm mau

3.1.1. Blood products

3.1.2. Thubéc mién dich

3.1.2. Immunobiological products

3.1.3. Thudc diéu tri t& bao

3.1.3. Cell therapy products

3.1.4. Thubc diéu tri gene

3.1.4. Gene therapy products

3.1.5. Thubc cong nghé sinh hoc

3.1.5. Biotechnology products

3.1.6. Thubc tlr ngudi hodc dong vat

3.1.6. Human or animal extracted products

3.1.7. Thubc nudi cdy mo

3.1.7. Tissue engineered products

3.1.8. Thudc sinh hoc khac

3.1.8. Other biological medicinal products

3.2. Xuat xwéng thuébc sinh hoc

3.2. Batch certification
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4. Thuéc dwore lidu, thudc cb truyén

4. Herbal, traditional medicinal products

4.1. Thuébc dwore liéu, thube cé truyén

4.1. Herbal, traditional medicinal products

4.1.1. Vién nang civng

4.1.1. Capsules, hard shell

4.1.2. Vién nang mém

4.1.2. Capsules, soft shell

4.1.3. Vién nhai

4.1.3. Chewing tablet

4.1.4. Thubc dung ngoai dang l6ng

4.1.4. Liquids for external use

4.1.5. Thubc ubng dang léng

4.1.5. Liquids for internal use

4.1.6. Thubc hit

4.1.6. Inhaler

4.1.7. Dang bao ché ran khac

4.1.7. Other solid dosage forms

4.1.8. Dang bao ché cé ap luc

4.1.8. Pressurised preparations

4.1.9. Thubc dang ban ran

4.1.9. Semi-solids

4.1.10. Thubc dan

4.1.10. Suppositories

4.1.11. Vién nén

4.1.11. Tablets

4.1.12. Miéng dan

4.1.12. Transdermal patches

4.1.13. Vién hoan

4.1.13. Pills

4.1.14. Thubc khac

4.1.14. Other products

4.2. Xuat xwong thuéc dworc liéu, thubéc cé

truyén

4.2. Batch certification

5. Nguyén liéu lam thuéc

5. Medicinal materials

5.1. Nguyén liéu héa dwoc

5.1. Chemical medicinal material

5.1.1. Nguyén liéu vo trung

5.1.1. Sterile material

5.1.2. Nguyén liéu khéng vb trung

5.1.2. Non-sterile material

5.2. Nguyén liéu ter dworc liéu

5.2. Herbal medicinal material

5.2.1. Cao duwoc liéu

5.2.1. Extractions

5.2.2. Cém, bot dworc liéu

5.2.2. Granules, powder

5.2.3. Phién

5.2.3. Slices

5.2.4. Khac

5.2.4. Other

5.3. Nguyén liéu sinh hoc

5.3. Biological medicinal material

5.4. Nguyén liéu khac

5.4. Other medicinal material

6. bong goi

6. Packaging

6.1. Déng goi so’ cap

6.1. Primary packing

6.1.1. TAt ca cac dang thubc & muc:

6.1.1. All dosage forms listed in section:

6.1.2. Khac

6.1.2. Other

6.2. Dong goi thir cap

6.2. Secondary packing

6.2.1. TAt ca cac dang thudc & muc:

6.2.1. All dosage forms listed in section:

6.2.2. Khac

6.2.2. Other

7. Kiém tra chat lwong

7. Quality control testing

7.1. Vi sinh

7.1. Microbiological

7.1.1. B6 v6 trung

7.1.1. Sterility

7.1.2. Do r]hiém khuan / Gi¢i han nhiém
khuan

7.1.2. Microbial limit test

7.1.3. Di‘nh lwong hoat Iyc khang sinh
bang vi sinh vat

7.1.3. Microbiological Assay of Antibiotics

7.2. Héa hoc / Vat ly

7.2. Chemical / Physical

7.3. Sinh hoc

7.3. Biological

7.3.1. Noi doc t6 vi khuan

7.3.1. Test for Bacterial Endotoxins

7.3.2. Thir chéat gay sét

7.3.2. Test for Pyrogens

7.3.3. Thir doc tinh bat thwong

7.3.3. Test for Abnormal Toxicity

7.3.4. Thir chét ha ap

7.3.4. Test for Depressor Substances
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7.3.5. Thir Histamine 7.3.5. Test for Histamine
7.3.6. Th&r doc lwc than kinh cla virus 7.3.6. Test for Neurovirulence
7.3.7. Thir hoat tinh Enzyme 7.3.7. Assay of Enzyme
7.3.8. Phép thr khac 7.3.8. Other

No§i dung han ché hoac lam ré lién quan dén pham vi chirng nhén :
Any restrictions or clarifying remarks related to the scope of this certificate :

Ngay (day) ... thdng (month) ... ndm (year) .........
Cuc trwdéng Cuc Qudn ly Dwoc / Cuc Qudn ly Y, Dwoc cd truyén
Director-General of Drug Administration / Traditional medicine
Administration
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Mau sb 06
TEN DON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO SO Poc 1ap - Tu do - Hanh phic
Sb: ....... [eeeee , ngay...... thang...... nam 20....

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

Kinh gtri: Cuc Quan ly Dugc / Cuc Quan 1y Y, Dugc cd truyén -BO Y té

I CO SO ittt
Dia Chi CO SO SAN XUAL: « ..o eveeee e e,
Piénthoai: ...................... Fax: ............... Email: .......................
Nguoilien hé: ... Chuc danh: ..................
biénthoai: ...................... Fax: ............... Email: ....................o.l.
Ngudi chiu trach nhi€ém chuyén moén: ........................ , namsinh: .........
S6 Chirng chi hanh nghé dUOC: ....ueiee et
NOTCAP «ovveeeeeieei :nAm cap ......... ,cogiatridén ......... (n€u co)
Pi duoc cap Gidy chimg nhan du diéu kién kinh doanh dugc sb: ......... ,
ngay cap: ......... v6i loai hinh va pham vi kinh doanh (hodc Pd duwoc cdp Gidy

ching nhdn GMP s6: ........., ngay cdp: ......... véi pham vi chitng nhdn):

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

Danh muc tai liéu lién quan dén thay doi (tiiy theo loai hinh thay ddi, kém
theo céc tai li¢u tuong ung).

Sau khi nghién ctu Luat Dugc va cac quy dinh khéc vé hanh nghé duoc,
chung t6i xin cam doan thuc hién ddy du cac vin ban phap luat, cac quy ché
chuyén mén duoc c6 lién quan. D& nghi Cuc Quan 1y Dugc (hodc Cuc Quan 1y
Y, Duoc co truyén) xem xét, danh gia viéc dap tng GMP d6i v6i thay ddi néu
trén clia co s¢ ching toi.
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Chung t61 xin gui kém ban bdo cdo nay cac tai li€u sau day:
1. Ban sao Giéy chirng nhan du diéu kién kinh doanh dugc da cép (hoac

Gidy chtng nhan GMP di cap cho co sé khong vi myc dich thuong mai);

2. Ban sao Gidy chimg nhan ding ky kinh doanh (hodc Tai liéu phép 1y
vé viéc thanh 1ap va chirc nang nhiém vu cia co s& khong vi muc dich thuong
mai) (phit hop véi néi dung bé sung/ thay doi);

3. HOso téng thé cua co so da cap nhat cac ndi dung thay doi.

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