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Can ctr Luéat Dugc ngay 14 thang 06 nam 2005;
Pursuant to the Pharmaceutical Law dated 14 June 2005;

Cin cir Nghj dinh s6 188/2007/ND-CP ngay 27/12/2007 clia Chinh phii quy dinh vé chirc ning,
nhiém vy, quyén han va co cdu td chirc cia Bo Y té;

Pursuant to the Government Decree No. 188/2007/ND-CP dated 27 December 2007 on functons,
duties and organazational structure of the Ministry of Health;

Cén ctr Quyét dinh 1 51/2007/QD-TTg ngay 12/09/2007 cua Thu twéng Chinh phu Ban hanh Quy
. dinh vé viéc nhap khau thudc chua c6 so dang ky tai Viét Nam;

Pursuant to the Decision of Prime Minister No. 151/2007/QD-TTg dated 12 September 2007
promulgating the stipulations on import of unregisted drugs in Vietnam;

Cén cr Thong tw s6 17/2001/TT-BY T ngay 01/08/2001 cia By Y té huéng déin Doanh nghiép nuée
ngoai dang ky hoat dgng ve thuoc va nguyén li¢u 1am thudc tai Viét Nam;
Pursuant to Circular No. 17/2001/TT-BYT dated 01 August 2001 of the Ministry of Health

instructing foreign companies to register their operations in he field of medicines and raw
medicinal materials in Vietnam;

Theo @ nghi cia H6i ddng xét doanh nghiép kinh doanh thubc;
Considering the proposal of the Enterprise Licensing Committee;




QUYET PINH:
DECIDES:

Pidu 1. Cip gidy phép doanh nghiép nuéc ngoai hoat dong vé thudc, nguyén liéu 1am thubc cho:

Article 1. To grant license for operations in the field of medicines and raw medicinal materials to:

TEnGoREe— Synokem Pharmaceuticals Limited

Company's name:

Dia chi: Synokem House, 14/486, Sunder Vihar, Outer ring road, Paschim
Address: Vihar, New Delhi-110087

Di¢n thoai (Telephone): +011 25271800 Fay. 01125287839
E-mail:

Piéu 2. Linh virc ding ky hoat dong:

Article 2. Scope of registered operations:

e Thanh pham tin dugc (Finished pharmaceutical products)
® Nguyén li¢ulam thudc (Raw medicinal materials)
e Thuc c6ngudn géc tir duoc liéu (Herbal medicines)

Piéu 3. Doanh nghiép nudc ngoai ding ky hoat dong vé thubc va nguyén liéu 1am thubc tai

Viét Nam c6 trach nhiém;

Article 3. Foreign companies licensed for operations in the field of medicines and raw medicinal

materials in Vietnam shall have the following obligations;

1. Chép hanh nghiém chinh quy dinh cta phép ludt Viét Nam, cic quy dinh quén Iy nha nudc cua
BoO Y t€, Cuc Quan Iy Dugc;

To fully comply with Vietnamese laws and regulations of the Ministry of Health and Drug
Administration of Vietnam;

2. Khéng dugc cung chp vao Viét Nam cac thudc khong duge phép hru hanh tai Viét Nam, thubc
gia, thudc kém chat lugng;

Not to supply to Vietnam the medicines banned from marketing in Vietnam, counterfeit
medicines and substandard medicines;

3. Khéng duge phan phdi thude try tiép tai Viét nam duéi bat ky hinh thirc nio;

Not to conduct direct distribution of medicines in Vietnam in anyway;

4. Chiju hoan toan trach nhi¢m truéc co quan quéan 1y nha nude va ngudi tiéu dung vé chét lugng
thudc da cung cép vao Viét Nam. Béi thuong cho ngudi tiéu ding va céc doi téc Viét Nam trong
céc trudmg hop thiét hai do 15i ciia nha cung cap thudc gay ra theo diing quy dinh cua phép ludt;
To be fully responsible to the regulatory authorities and consumers for quality of medicinal
products the company supplies to Vietnam. To compensate the related consumers and
Vietnamese enterprises for any damage and loss caused by supplier Company as stipulated
by laws;

5. B#o cho hing nim véi Bo Y té (Cuc Quan Iy Dugc) vé hoat dong budn ban thube v6i Viét Nam;
To make annual report on its business activities in medicines to the Ministry of Health of
Vietnam (Drug Administration of Vietnam);




6. Béo c4ov6iBOY té Viét Nam (Cuc Quan Iy Dugc) khi c6 sy thay ddi va giri cac tai ligu phéap 1y 6
lién quan trong céc trudng hop:
To report to the Ministry of Health of Vietnam (Drug Administration of Vietnam) together with
related legal documents in case of such changes as:
a) Thay ddi giam dbc, ngudi chiu trach nhiém chinh vé hoat dong vé thu6c va nguyén li¢u lam
thudc;
Change of director, person(s) who holds principal responsibilities for operations in medicines
and raw materials;
b) Cham dirt hoat dong trong linh virc budn ban véi Viét nam;
Terminatin of business activities in medicines with Vietnam;
c) Sapnhap, chia tdich doanh nghiép;
Merger, separation of the company or corporation;
7. Doanh nghiép nudc ngoai c6 trach nhiém béo cio dot xuét trong cac trudng hop:
To be obilged to make irregular report in case:
a) Khico quan chirc ning c6 yéu cau,
At the request of concerned authorities,
b) Béo céo véiBo Y té Viét Nam (Cuc Quan 1y Dugc) khi phét hién thudc do doanh nghiép cung
cap vao Viét Nam khéng dat tiéu chuin chét lugng, vi pham céc quy dinh chuyén mén khéc.
To report the Ministry of Health of Vietnam (Drug Administration of Vietnam) when the
Company discover that a medicine supplies by the Company to Vietnam does not satisfy
quality specifications and/or other technical regulations;
¢) Béo céo v6i BO'Y té Viét Nam (Cuc Quan 1y Duoc) khi phét hién nhimg tai bién nghiém trong
do dung thudc ciia doanh nghiép da cung cdp vao Viét nam. B4o cdo trung tim ADR vé phan
ung cé haicua thubc;
To report the Ministry of Health of Vietnam (Drug Administration of Vietnam) upon
discovering serious implications related to use of medicine supplies by The Company to
Vietnam. To report the ADR Momtormg Centre on the adverse drug reactions;
Piéu 4. Gidy phép co g1a tri den ngay: -1 h ey O 5
Ba thang true khi hét han gidy phép, néu muén tiép tuc hoat dong kinh doanh thubc va nguyén hcu
lam thudc véi Viét Nam cong ty phai ndp hd so xin gia han gidy phép theo quy dinh tai Thong tur s6
17/2001/TT-BYTngay 01/8/2001 cua BOY té;
Article 4. This license is valid until: 16 MAY 2018
Three months prior to expiry date, if the Company wished to continue its business in medicines and

raw medicinal materials with Vietnam, it has to proceed formalities to renew the license as required by
Circular No. 17/2001/TT-BYT dated 1 August 2001 of the Ministry of Health;

.BO TRUGNG BO Y TE

Nguyen Thi Kim Tien




