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BO Y TE CONG HOA XA HQI CHU NGHIiA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CuC... Doc 1ap — Tw do — Hanh phic
Tén tieng Anh cua Cuc Independence - Freedom - Happiness
S6/No.: ............/GCN-QLD

GIAY CHUNG NHAN PAT TIEU CHUAN THU'C HANH TOT SAN XUAT
THUOC, NGUYEN LIEU LAM THUOC (GMP)

CERTIFICATE OF GMP COMPLIANCE
Phan 1/ Part 1 :

Ban hanh theo quy dinh tai Théng tie s6 .../2018/TT-BYT ngay .../.../2018 ciia Bé Y té
Viéet Nam, Cuc Quan ly Duoc chiung nhan:

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

Co s&¢ san xuat:
(Pia chi van phong:
Pia chi co s& sdn xuat:

The eStabliSMeEnt: ... ... ..................coot it iis e e e et et e e e e eee e et e e e aeee e
LAl AAAIesS: ... ..........c.ccoouvieiee e et e e e e e e e e e e e e e e s
Manufacturing site address: ..

Da duoc danh gid theo quy dinh cua nha nuoc lién quan dén Gidy chimg nhan du diéu
fien kinh doanh dwoc so . ., theo quy dinh tgi Thong tw so .../2018/TT-BYT
ngay .../.../2018 cua Bo Yté I/let Nam Va/hoac 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:

Can cir két qua danh gid co sé san xudt dwoc thiee hién ngay .../.../..., co so san xudt
néu trén dwoc cong nhdn dap vmg tiéu chuan Thye hanh tot san xudt thudc, nguyén
liéu lam thuoc (GMP) theo theo quy dinh tai Théng tie s6 .../2018/TT- BYT ngay
/../2018 ciia BY Y té Viét Nam, phit hop véi hudng dan GMP cia Té chire Y té thé
gidi (WHO) hodc Hé thong hop tdc thanh tra dwoc pham (PIC/S) hodc Lién minh
Chéu 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 G MP guideline of
World Health Organization (WHQO) or Pharmaceutical Inspection Co- operation
Scheme (PIC/S) or European Union (EU).

szy chitng nhdn ndy thé hién tinh trang tudn thi GMP ciia co s6 san xudt tai thoi
diém ddanh gid néu trén va C6 hiéu lyc khong qua 3 nam ké tir ngay ddanh gid. Tuy
nhién, can cir theo nguyén tic quan 1y riii ro, thoi gian hiéu lyc ciia Gidy chirng nhdn
c6 thé dwoc rit ngan hodc kéo dai va sé dwoc ghi tai muc Nhitng ngi dung han ché
hoac lam ro.

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 chirng nhdn chi c¢o hiéu lyc khi thé hién ddy di cdc trang va bao gém ca Phén 1
va Phan 2.

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

Tinh xdc thiee ciia Gidy chieng nhdn ndy cé thé dwege xdc nhdn théng qua néi dung
dang tdi trén trang thong tin dién tw cua Cuc Quan ly Duoc. Néu khong co, hay lién hé
voi Cuc Quan ly Duoc dé duoc lam ro.

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.

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

Néu co so tién hanh san xudt cac san pham cé yéu cau ddc biét, nhw: thudc phong xa
hodic cdc san pham chira penicillin, cephalosporins, Carbapenem, sulphonamides,
chdt déc té bao/chdt kim té bao, thuée chira hormon sinh duc ¢é tdc dung tranh thai,
thu,é’c 6 hoat chdt nguy hiém dwoc néu ré doi véi timg dang san pham hodc dang bao
che.

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. Thudc vo trung 1. Sterile Products

1.1. Thuoc sin xudt vo trung 1.1. Aseptically prepared
1.1.1. Thudc dang 1ong thé tich 1on 1.1.1. Large volume liquids
1.1.2. Thudc dong kho 1.1.2. Lyophilisates

1.1.3. Thubc dang ban ran 1.1.3. Semi-solids




1.1.4. Thudc dang 16ng thé tich nho

1.1.4. Small volume liquids

1.1.5. Thubc dang rin va cdy ghép

1.1.5. Solids and implants

1.1.6. Thudc san xuét vo trang khac

1.1.6. Other aseptically prepared products

1.2. Thubc tiét triung cudi

1.2. Terminally sterilised

1.2.1. Thubc dang 16ng thé tich 1on

1.2.1. Large volume liquids

1.2.2. Thudc dang ban ran

1.2.2. Semi-solids

1.2.3. Thudc dang 16ng thé tich nho

1.2.3. Small volume liquids

1.2.4. Thude dang rin va céy ghép

1.2.4. Solids and implants

1.2.5. Thudc tiét tring cudi khac

1.2.5. Other terminally sterilised products

1.3. Xuit XUWong thuéc vo trung

1.3. Batch certification

2. Thudc khong vo trung

2. Non-sterile products

D.1. Thuoc khong vo trung

2. 1. Non-sterile products

2.1.1. Vién nang ciing

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

D.1.4. Khung thAm

2.1.4. Impregnated matrices

2.1.5. Thudc ding ngoai dang 16ng

2.1.5. Liquids for external use

D.1.6. Thubc udng dang 1ong

2.1.6. Liquids for internal use

D.1.7. Khiy té

2.1.7. Medicinal gases

2.1.8. Dang bao ché rin khac

2.1.8. Other solid dosage forms

2.1.9. Dang bao ché co ap luc

2.1.9. Pressurised preparations

2.1.10. Thudc phong xa

2.1.10. Radionuclide generators

2.1.11. Thubc dang ban rin

2.1.11. Semi-solids

2.1.12. Thudc dan

2.1.12. Suppositories

2.1.13. Vién nén

2.1.13. Tablets

D.1.14. Miéng dan

2.1.14. Transdermal patches

2.1.15. Thudc khong vo trang khac

2.1.15. Other non-sterile medicinal product]

D.2. Xudt xwéng thuoc khong vé triing

2.2. Batch certification

3. Thudc sinh hoc

3. Biological medicinal products

3.1. Thuéc sinh hoc

3. 1. Biological medicinal products

3.1.1. Ché phim mau

3.1.1. Blood products

3.1.2. Thudc mién dich

3.1.2. Immunobiological products

3.1.3. Thudc diéu tri té bao

3.1.3. Cell therapy products




3.1.4. Thudc diéu tri gene

3.1.4. Gene therapy products

3.1.5. Thudc cong nghé sinh hoc

3.1.5. Biotechnology products

3.1.6. Thudc tir ngudi hodc dong vat

3.1.7. Thudc nudi cdy méd

3.1.7. Tissue engineered products

3.1.8. Thudc sinh hoc khac

3.2. Xudt xwéng thuoc sinh hoc

3.2. Batch certification

4. Thudc duge lidu, thude c6 truyén

4. Herbal, traditional medicinal
[products

4.1. Thuéc dwoc liéu, thuéc co truyén

3.1.6. Human or animal extracted products

3.1.8. Other biological medicinal products

4.1. Herbal, traditional medicinal
roducts

4.1.1. Vién nang cung

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. Thudc dung ngoai dang 1ong

4.1.4. Liquids for external use

4.1.5. Thudc udng dang long

4.1.5. Liquids for internal use

4.1.6. Thudc 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 ¢6 ap luc

4.1.8. Pressurised preparations

4.1.9. Thudc dang ban rin

4.1.9. Semi-solids

4.1.10. Thudc 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. Thudc khac

4.1.14. Other products

4.2. Xudt xwong thuoc dwoce liéu,
thuoc co truyén

4.2. Batch certification

5. Nguyén liéu 1am thudc

5. Medicinal materials

5. 1. Nguyén liéu hoa dwoc

5.1. Chemical medicinal material

5.1.1. Nguyén li€u vO0 trung

5.1.1. Sterile material

5.1.2. Neuyén liéu khong vo trung

5.1.2. Non-sterile material

5.2. Nguyén liéu tur dwoc liéu

5.2. Herbal medicinal material

5.2.1. Cao duoc liéu

5.2.1. Extractions

5.2.2. Codm, bot dugc lidu

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 lieu khac

5.4. Other medicinal material

6. Dong g6i

6. Packaging

6.1. Dong goi so cd’p

6.1. Primary packing

6.1.1. TAt ca cac dang thudc & muc:

6.1.1. All dosage forms listed in section:

6.1.2. Khéac

6.1.2. Other

6.2. Péng gdi 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. Khéac

6.2.2. Other

7. Kiém tra chit lwong

7. Quality control testing

7.1. Vi sinh

7.1. Microbiological

7.1.1. D6 v trung

7.1.1. Sterility

7.1.2. P nhiém khuén / Gidi han
nhiém khuan

7.1.2. Microbial limit test

7.1.3. Dinh lugng hoat luc khang sinh
bang vi sinh vat

7.1.3. Microbiological Assay of
Antibiotics

7.2. Hoa hoc / Vit ly

7.2. Chemical / Physical

7.3. Sinh hoc

7.3. Biological

7.3.1. Noi doc td vi khuan

7.3.1. Test for Bacterial Endotoxins

7.3.2. Thir chat giy sot

7.3.2. Test for Pyrogens

7.3.3. Thir doc tinh bt thudng

7.3.3. Test for Abnormal Toxicity

7.3.4. Thir chét ha ap

7.3.4. Test for Depressor Substances

7.3.5. Thir Histamine

7.3.5. Test for Histamine

7.3.6. Thir doc luc than kinh cta virus

7.3.6. Test for Neurovirulence

7.3.7. Thir hoat tinh Enzyme

7.3.7. Assay of Enzyme

7.3.8. Phép thir khéc

7.3.8. Other

Noi dung han ché hoic 1am rd lién quan dén pham vi chirng nhén :

Any restrictions or clarifying remarks related to the scope of this certificate :

v veeennn. Ngay (day) ... thang (month) ... nam (year)

Cuc truéng Cuc Qudn 1y Duege / Cuc Qudn Iy Y, Duge ¢6 truyén
Director-General of Drug Administration / Traditional medicine




Administration



