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GIAY CHUNG NHAN DAP UNG THUC HANH TOT BAO QUAN
THUOC, NGUYEN LIEU LAM THUOC (GSP)
CERTIFICATE OF GOOD ST ORAGE PRACTICE COMPLIANCE

Phan 1/ Part I:
Cancu quy dinh tai Thong tu sb 36/2018/TT-BYT ngay 22/11/2018 cua Bo
truong BO Y té quy dinh vé Thyc hanh t6t bao quéan thude, nguyén liéu lam thube,
Pursuant to the Circular number 36/2018/TT-BYT dated 22/11/2018 by
Ministry of Health on Good Storage Practice for medicinal products and materials

(GSP),
Cuc Quéan ly Dugc chirng nhén:
The Drug Administration of Vietnam certifies the following:
Co s0 bao quan: Cong ty TNHH Larissa Pharma

The establisment: LARISSA PHARMA COMPANY LIMITED

Pia chi vin phong:  442/119/22/32 dwdong Vuwdn Lai, Khu phé 3, Phudng
An Phi Péng, Quin 12, Thanh phé Ho Chi Minh.

Legal address: 442/119/22/32 Vuon Lai street, Quarter 3, An Phu Dong
Ward, District 12, Ho Chi Minh city

Dia chi kho bao quan: 442/119/22/32 dwong Vwon Lai, Khu pho 3, Phuong
An Phi Pong, Quén 12, Thanh phé Hé Chi Minh

Site address: 442/119/22/32 Vuon Lai street, Quarter 3, An Phu Dong
Ward, District 12, Ho Chi Minh city

Pa dugc danh gia theo quy dinh lién quan dén viéc cap Gidy chimg nhén
du diéu kién kinh doanh dugc phu hop véi cac quy dinh tai Diéu 33 Luét dugc sb
105/2016/QH13 ngay 06/04/2016, Piédu 33 Nghi dlnh s6 54/2017/ND-CP ngay
08/05/2017 cua Chinh phu quy dinh ch1 tiét mot s6 didu va bién phap thi hanh
Luat duoc, Dleu 4 & 5 Nghi dinh sb 155/2018/ND CP ngay 12/11/2018 cua
Chinh phu vé viée stra d6i, bd sung mot s6 quy dinh lién quan den diéu kién dau
tur kinh doanh thudc pham vi quan ly Nha nude cua Bo Y té va Thong tw b
36/2018/TT BYT ngay 22/11/2018 ctia B truong BO Y té quy dinh vé Thuc hanh
tt bao quan thudc, nguyén lidu lam thubc (GSP).
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Has been inspected in connection with the issuance of Pharmaceutical
business license and in accordance with the national regulations at Article 33 of
Pharmaceutical Law n° 105/2016/QH13 dated 06/04/2016, Article 33 of Decree
n° 54/2017/ND-CP dated 08/05/2017 of the Government, detailing some Articles
and measures to implement Pharmaceutical Law, Article 4 & 5 of Decree n°
155/2018/ND-CP dated 12/11/2018 by Gorvernment concerning revision and
addition of some stipulations on trading and investment conditions under the state
mandate of Ministry of Health and Circular number 36/2018/TT-BYT dated
22/11/2018 by Ministry of Health on Good Storage Practice for medicinal
products and materials (GSP).

Can ctr két qua danh gia co s& bao quan dugc thuc hign ngay 04/05/2024
co s& bao quan néu trén dugc cong nhan dép mg tiéu chuin Thyc hanh t6t bao
quan thudc, nguyén liéu lam thudc (GSP) theo quy dinh tai Thong tu sb
36/2018/TT-BYT ngay 22/1 1/2018 cua Bo trudng Bo Y té Viét Nam, phu hop véi
huéng din GSP cua Té chie Y té thé gidi.

From the knowledge gained during inspection of this establisment, which
was conducted on 04/05/2024, it is considered that it complies with the
requirements of Good Storage Practice for medicinal products and medicinal
materials laid down in Circular n° 36/2018/TT-BYT dated 22/11/2018 by Vietnam
Ministry of Health, which is harmonized with the requirements of GSP guideline
of World Health Organization.

Glay chimg nhén nay thé hién tinh trang tuan thi GSP ctia co s¢ bdo quan
ta1 thoi diém danh gia néu trén va co hiéu luc khong qua 3 ndm ké tir ngay dénh
gia. Tuy nhién, can cr theo nguyen tdc quan 1y mi ro, thdi gian hiéu lyc cia Gidy
chimg nhan c6 thé dugc rit ngin hodc kéo dai va s& duoc ghi tai myc Nhiing noi
dung han ché hoic 1am r3.

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 maybe reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifying remarks field.

Gifly chimg nhan chi c6 higu lyc khi thé hién dy d céc trang va bao gom
c4 Phin 1 va Phén 2.

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

Tinh xéc thuc cta Gidy chiing nhan ndy c6 thé dugc xac nhén thong qua ndi
dung déng tai trén trang thong tin dién tir chia Cuc Quan 1y Duoc. Néu khong co,
hay lién hé v6i Cuc Quan 1y Duogc dé duoc 1am rd.

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.



Phin 2 / Part 2:

1.

HOAT PONG BAO QUAN THUOC
STORAGE OPERATIONS — MEDICINAL PRODUCTS

1.1

Thubc héa dwge chira khang sinh nhém B-Lactam /

Chemical medicinal products containing p-Lactam antibiotics

1.1.1. Thudc bao quéan ¢ diéu kién thudng / Normal storage condition.

1.2

Thudc héa duge khong chira khang sinh nhém B-Lactam /

Chemical medicinal products not containing f-Lactam antibiotics

1.2.1. Thudc bdo quan & diéu kién thudng / Normal storage condition.

1.3

Thudc dweec liéu/ Herbal medicinal products

1.3.1. Thudc bao quan ¢ diéu kién thudng / Normal storage condition.

1.4

Thubc sinh hoc/ Biological medicinal products

1.4.1. Thudc bao quan & diéu kién thudng / NormalAstorage condition.

1.5

Thuoc phai kiém so4t diic biét/ Special-controled medicinal products

1.5.1. Thudc bao quan & diéu kién thudng / Normal storage condrg(m\

”\

HOAT PONG BAO QUAN NGUYEN LIEU LAM THUGC, )
STORAGE OPERATIONS —- MEDICINAL MATERIALS .y ) :

>
-

\g\ o

2.1

Nguyén liéu khing sinh nhém beta — lactam/ f-Lactam antibiotics /, //
materials — //

i

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

2.2

Nguyén li¢u héa dugce khac / Othé'r. chemical medicinal materials

2.2.1. Nguyén li¢u bdo quan & dleu k1¢n thuong / Normal storage
condition. -

2.5

Nguyén lidu phai kiém soét diic bigt / Special-controlled medicinal
materials

2.5.1. Nguyén lidu bdo quan & diéu kién thuong / Normal storage
condition.

N¢i dung han ché hoiic 1am r6 lién quan dén pham vi chimg nhén:

Any restrictions or clarifying remarks related to the scope of this certificate:
Muc 1.4: Khéng ap dung ddi véi vic xin.

Section 1.4: Not applying to vaccines.

Muc 1.5: Ap dung déi véi:

Thuéc dang phéi hop co chira dugc chét gay nghién; Thuédc dang phdi hop
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c6 chira dugc chat huéng than; Thudc phéi hop chira tién chét;
: Thudc doc;
- Thudc trong Danh muc thube, duoc chét thudc Danh muc chét bj cAm st
dung trong mot s6 nganh, linh vyc.
Section 1.5: Applying to:
- Combined drugs containing narcotic substances; combined drugs
containing psychotropic substances; Combined drugs containing precursors,
- Toxic drugs,
- Drugs in the list of drugs, pharmaceutical substances belonging to the List
of substances prohibited from using in certain seclors, fields.
Muc 2: Khéng &p dung ddi véi nguyén liu vo trung.
Section 2: Not applying to: Sterile materials.
Muc 2.5.1: Ap dung ddi véi:
- Nguyén lidu doc 1am thudc;
- Duogc chit trong Danh muyc thudc, dugc chét thudc Danh muc chét bi cAm
str dung trong mot s6 nganh, linh vyc.
Section 2.5.1: Applying to:
- Toxic medical materials;
- Substances in the list of drugs, pharmaceutical substances belonging to the

list of substances prohibited from using in certain sectors, fields.

Ha Nbi, ngdy (day) 27 thang (month)08 ndm (year)2024
___ CUC TRUONG




