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HO SO’'MOI CHAO GIA
INVITATION TO BID DOCUMENTS

DY AN: BUONG VI KHi HAU
PROJECT: WALK-IN CHAMBER
GOI THAU: BUONG VI KHi HAU
BIDDING: WALK-IN CHAMBER

I. PHAP LY/ CERTIFICATE
Vui long gri cho DHG pharma théng tin vé nang lwc phap Iy:

Please mention certificate which your company have:

1 | Chirng nhan dang ky kinh doanh (ban sao y céng chirng)

Certificate of eligibility for construction survey (notarized copy)

2 | H6 so nang lwec cdng ty (Iinh viee cla cong ty, chirng nhan dat dwoc, cong trinh da thwe

hién...)
Capacity company profile (Business Field, certifications achieved, projects implemented...)

3 | Co gidy chirng nhan ddc quyén clia nha san xuat néu san pham chao gia la ddc quyén phan
phdi tai Viét Nam (ban sao y céng chirng)

Have a certificate of exclusive rights from the manufacturer if the product being offered is exclusively
distributed in Vietnam (notarized copy)




Il. KINH NGHIEM/ EXPERIENCE

Vui long liét ké cac kinh nghiém thwc té hoat dong thir nghiém
Please list any practical experience in testing operations.

ba trng cung | GMP WHO Cung cap cho
cap budng vi | va PIC/S DHG it nhat 3
khi hau cho | hodc cao hon | hop ddng ma
cac nhamay | Comply GMP | nha thau da

Dwoc pham W?Q ;‘”d PIC/S | cung cap
dat tiéu chudn | g 9% budng vi khi
GMP WHO va hau.

1 PIC/S hoac Provide DHG with
cao hon at least 3

Has provided contracts where
Walk-In Chamber the contractor has

for provided Walk-in

Pharmaceutical chambers.
factories meeting

GMP WHO and

PIC/S or higher

standard

ba tirng thwe | GMP WHO

hién tham dinh | va PIC/S
budng vi khi | hodc cao hon
hau cho cac | Comply GMP

nha méy Dugrc | WHO and PIC/S

z in or higher
p::g:ghﬂgu standard
WHO va PIC/S
2 hoac tiéu

chuén cao hon
Have performed
qualification for
Walk-In Chamber
of Pharmaceutical
factories meeting
GMP WHO and
PIC/S or higher
standard




ll. YEU CAU VE CHUYEN MON KY THUAT/ TECHNICAL REQUIREMENTS

STT YEU CAU CUA DHG GHI CHU
No. DHG’S REQUIREMENTS COMMENTS

Dién tich lwu mau kha dung/ Available storage area:
- Khu viee QM: = 113,2 m?

1. |-QMarea: = 113,2 m?

- Khu vwe RD: 2 60 m?

- RD area: 2 60 m?

Cung cap budng vi khi hau v&i diéu kién van hanh thwong xuyén:
Provide a Walk-In chamber with regular operating conditions:

- Khu vee QM: T: 30+2 °C; RH: 755 %

- QM area: T: 302 oC; RH: 755 %

- Khu vwee RD: T: 30+2 °C; RH: 755 %

- RD area: T: 30+2 oC; RH: 755 %

- D6 ddng d&u nhiét do: +1 °C ho&c tét hon

- Temperature uniformity: £1 oC or better

- Do ddng d&u nhiét d6 dm: +3% hodc tét hon

- Humidity uniformity: £3% or better

- D0 chinh xac clia cdm bién: T: £0,5 °C; RH: 2% hoac tét hon
- Accuracy of sensor: T: £0,5 oC; RH: £2% or better

C6 phwong an dw phong khi xay ra sw cé cho cac bé phan chinh
Have backup plans in case of failure for major components

Co canh bao bang am thanh — dén khi théng sé méi trwdng vuot tiéu
5 chuan chap nhan hoac I6i hé thong

" | There is an audio and light warning when environmental parameters exceed
acceptable standards or system errors.

Ké Iwu trtr thubc bang thép khéng gi

Stainless steel trays

Hé théng st dung maéi chét lanh than thién véi méi tredng
The system uses environmentally friendly refrigerants




STT YEU CAU CUA DHG
No. DHG’S REQUIREMENTS

GHI CHU
COMMENTS

Hé théng diéu khién/ Control system:

- Giam sat, cai dat nhiét do, & Am qua man hinh HMI dwoc dit &
bén ngoai phong

- Monitor and set temperature and humidity via HMI screen placed outside the
8 | room.

- Phwong phéap diéu khién: dung PLC hosc twong dwong

- Control method: using PLC or equivalent

- Phadn mém tuan thd CFR 21 Part 11

- Software comply CFR 21 Part 11

Céac cam bién phai dwoc hiéu chuan trwdc khi xuat xwdng béi don vi
9 th&r 3 hoac tai nha may

' Sensors must be calibrated before leaving the factory by a third party or at the
factory.

Nha thau c6 thé cung cap cac vat tw tiéu hao trong vong 1 ndm va nha
thau cam ket cung cap vat tw, phu ting cho DHG it nhat 10 nam

The contractor can provide consumables for 1 year and the contractor commits to
providing materials and spare parts to DHG for at least 10 years.

10.

Nha thau ghi ré trén
bao gia

Contractor clearly states on
quotation

Nhan sy thuc hién cong tac 1ap dat, thdm dinh phai la nhan sy cla
11 nha san xuat hodc nhan sw dwoc dao tao b&i nha san xuat

Personnel performing installation and qualification must be the manufacturer's
personnel or personnel trained by the manufacturer.

Néu la nhan sy duwoc
dao tao b&i nha san
xuét. Nha thau vui long
cung cap chirng chi
dao tao

If the personnel are trained
by the  manufacturer.

Contractor please provide
training certificate.

Lwu y: Chi tiét yéu ciu ky thuat dwoc thé hién trong tai liéu URS, nha thdu phai tuan tha

theo tai liéu URS nay.

Note: Technical requirements details are shown in the URS document, the contractor must comply with

this URS document.

IV. NANG LU'C TAI CHINH/ FINANCIAL CAPACITY

ST NOI DUNG PANH GIA CcO | KHO GHI CHU | YEU CAU CUA
T ITEM YESv| NG COMMENTS DHG
No. NO v DHG’S
REQUIREMENTS
1. |Nha thau nép Bao cdo tai chinh cé kiém toan hoic Co/ Yes

Bao cao tai chinh nép co quan thué 03 nam gan
nhat

Contractor submits audited financial statements or financial
statements submitted to tax authorities for the last 3 years




V. YEU CAU KHAC/ OTHER REQUEST

Contractor has the ability to provide quick and timely technical support

Nha thau mé ta ré trong bao gia 1 sb néi dung nhw sau:

+ Thoi gian phan héi hé tro 1a bao 1au ké tir Iic DHG givi thong
bao sw cb dén nha thau

+ Thoi gian nha thau cé thé tiép nhan théng tin clia DHG la
khodng th&i gian nao trong ngay (vi du: cd 24/7 khéng hay trong
gi® hanh chinh va loai trtr ngay nghi cudi tuan, 1&, tét)

+ Thoi gian bdo hanh thiét bi

The contractor shall clearly describe in the quotation some of the following
contents:

+ How long is the support response time from the time DHG sends the incident
notification to the contractor

+ What time of day is the contractor available to receive DHG's information
(for example, is it 24/7 or during business hours and excludes weekends,
holidays, and Tet)

+ Equipment warranty period

STT NOI DUNG PANH GIA GHI CHU
No. . . ITEM COMMENTS
1. | Nha thau c6 kha nang ho tro ky thuat nhanh chéng, kip thoi

Nha thau can 1am ré chinh sach hé tro sau ban hang nhw bao

chirng va t& khai hai quan in trén mang
For imported goods, original or notarized CO, CQ and customs declaration
printed online are required

2
tri, bao dwdng...
Contractors need to clarify after-sales support policies such as maintenance
and repair...
3 | Thoi gian hoan thanh hgp dong Nha thdu ghi o
Contract completion time trén bao gia ;
Contractor  clearly
states on quotation
4 | Hiéu lyc cia ho so chao gié la trén 60 ngay Nha thau ghi rd
The validity of the quotation is over 60 days. trén bao gia
Contractor  clearly
states on quotation
5 | Nha thau mé ta ré pham vi cong viéc clia nha thau pht hop v&i| Nha thau ghi 16|
URS , | trén bao gia
The Contractor shall clearly describe the scope of the Contractor's work in Contractor  clearly
accordance with the URS. states on quotation
6 | Nha thau cung cap chi tiét: s6 lwong va don gia vat tw phu ting | Nha thau ghi r6
tiéu hao 1 nam cua thiét bi trén bao gia
Contractor provides details: quantity and unit price of consumable spare parts Contractor  clearly
for 1 year of equipment states on quotation
- | Ddi v&i hang nhap khau thi can CO, CQ ban gbc hodc ban céng




V1. DANH SACH TAI LIEU DiNH KEM/ ATTACHMENT LIST
Danh muc cac tai liéu dinh kém/ Please indicate any relevant attachments included:

1. Nha thau bat budc phai cung cap cac théng tin va hd so dwoc yéu cu trong thw nay
The Contractor is reqU/red to provide the information and documents requested in this letter.

2. Nha thau co thé bd sung thém hd so ngoai pham vi yéu cau cla thw nay (néu co) mf—
The Contractor may supplement documents beyond the scope of this letter (if any)., (W‘//’d

«x CAPCO THAI\Z&J/&E/

L
COMPETENT AUTHORITIES % l“




