CONG TY CO PHAN . : , _
: . Vinh Long, 07 thang 01 2026
DUQC PHAM CUU LONG I SOHE R THERE A, fal
Vinh Long, January 07, 2026

S6 (No): 01/TM.DCL

THU MOI CHAO GIA

INVITATION OFFER
Kinh giti: - Cic nha cung cip
Dear: - Suppliers
Coéng ty Cb phan Dugc phim Ciru Long kinh mdi cdc nha cung clp c¢6 da ning luc tham
gia chao gié cac thiét bi, cu thé nhu sau:
Cuu Long Pharmaceutical Joint Stock Company would like to invite qualified suppliers to
participate in the price of the equipment, specifically as follows:

1. Théng tin thiét bi, tiéu chuin ky thuit va cic yéu cau khac (Equipment information ,
technical specifications and other requirements):
- Xem Phu luc 01 va Phu luc 02 dinh kém./ See Appendix 01 and Appendix 02 attached.

- Céc nha cung cip c6 thé chao gia bét ky mot trong céc thiét bi, hodc tht ca cac thiét bi
trén/ Suppliers can bid on any one of the devices, or all of the above.

2. Thong tin lién hé (Contact information):

Moi théng tin can lam 16 trong qué trinh thuc hién, lién hé&/ All information that needs
clarification during implementation, contact:

- Ong Nguy&n Cong Khanh/ Mr. Nguyén Céng Khanh

- Dién thoai: 0907 267 869; email: khanh.nc@dcl.vn /Phone number: 0907 267 869;
email: khanh.nc@dcl.vn

3. Thoi gian yéu ciu (Time required):

- Hd so du chao gia cua Nha cung cip phai déng dau, cho vao phong bi dén kin, niém
phong va giii trude 16 gio' 00 phit, ngay 16 thang 01 nam 2026./ Bidding documents of the
Supplier must be sealed, put in a sealed envelope, sealed and sent before 16:00, January 16,
2026.

Bén ngoai ti hd so ghi 18/ Qutside the dossier bag, clearly state:
Ho so chao gid canh tranh, gdi thau “Mdy xdt hat khé, Tii vi khi hdu ”/ Competitive
quotation, bidding package " Roller Compactor, Climate Chamber "
e Ngudi nhan: Phong K& hoach Du 4n, Cong ty cd phin Duoc Phidm Ctru Long./
Recipients: Project Planning Department, Cuu Long Pharmaceutical Joint Stock
Company
e Dia chi: S6 150, dudong 14/9, phuong Thanh P, tinh Vinh Long, Viét Nam./
Address: No 150, Street 14/9, Thanh Duc ward, Vinh Long Province, Viet Nam.
Note: Nha cung ciAp nwéc ngoai cé thé giri chao gia qua email: luong.In@dcl.vn;
duc.nt@dcl.vn; thang.nn@dcl.vn; khanh.nc@dcl.vn (trieéc 16 gio 00 phut, ngay 16 thdang 01
ndam 2026)

Note: Foreign suppliers can send bids via email: luong.ln@dcl.vn; duc.nt@dcl.vn;
thang.nn@dcl.vn; khanh.nc@dcl.vn (before 16:00, January 16, 2026)



Céng ty cb phan Duoc Phim Ctru Long tran trong cam on va mong mudn duoc hop tac
v6i Quy Céng ty/ Cuu Long Pharmaceutical Joint Stock Company would like to thank and look
forward to working with your company!

Trén trong, PHU TRACH PHONG KHDA

Sincerely,

LUONG NGOC LUONG
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MAY XAT HAT KHO

4 ROLLER COMPACTOR

For Health - For Life

1. MUC PICH/ OBJECTIVE

Muc tiu cua tai liu nay la xac dinh yéu cau cua
nguoi dung doi voi thict bi / hé thong duge dé cép
ve€ cong sudt / dau ra, ki€m soat quy trinh.. ..

2. PHAM VI AP DUNG/ SCOPE

URS nay chi 4p dung cho MAY XAT HAT KHO
dugc Iap dat tai phong Nghién ctru Phat trién cta
CONG TY €O PHAN DUGC PHAM cUU
LONG.

3. TONG QUAN/ OVERVIEW

RD-URS-001.00

Objective of this document is to specify the requirement
of user for the mentioned equipment / system with
respect (o capacity /outpul, process control, elc.

This  URS is applicable only for ROLLER
COMPACTOR which is installed at R&D department
of CUU LONG PHARMACEUTICAL JOINT STOCK
COMPANY.

Théng s6/ M6 ta )
Stt 530 Tiéu chudn Chép thuan | Ghi chd
Parameter/ . .
No. g Specification Acceptance | Remarks
Description
| Tén thidt bj va tié S . N (A
i Jorch n;; e ‘etu MAY XAT HAT KHO Q Co/ Yes
chuan/ Equipmen
1 ROLLER COMPACTOR 0 Khong/ No
name and standard
Str dung dé nén ép va tao hat trén cac nguyén lidu
i Muc dich sir dung tho/ g;]g P £ 7 ) .d ; ’,f’ yf d. Q Co/ Yes
2 WO/ Use for compaction and granulation for dr
Intended Use s i c ‘ ’la Khéng/ No
malterials
S thiét bi yéu ca '
3 | No. of l_y uceliu o1 0 Co/ Yes
. 0. of equipment
: qup U Khong/ No
required
| Nha cung cap co trach nhiém van chuyén thiét bi dén
nha may cta khéch hang. Phai liét ké t4t ca nhitng bd
4 Van chuyén phan bit budc, cac bd phan con thiéu. U Co/ Yes
Delivery The vendor is responsible for transporting the | Q Khong/ No
machine 1o the customer site. All required
components, missing parts must be listed.
oy | Thit k& may cu thé phai dwoc gui dén khach hang |
Thiét ké may N i ] y g R CHYe R - ,
5 Desi £ th de xem xét va lua chon. Q Co/ Yes
: esign 0 e _
5 o ‘ The specified designs of the machine must be sent to | Q Khong/ No
machin
the customer for reviewing and choosing.
— Thiét bj phai hoat dong én dinh & didu kién: < 30°C, |
Xéc dinh pham vi st i o ' i
¥ 2 ST PRam VST | — g0 RHY Q Co/ Yes
) ung
. £ a — The machine must operate stably at the condition: < | Q Khong/ No
Field identification )
‘ 30°C, £80% RH.
7 Ngon ngir Tiéng Anh U Co/ Yes
Language English U Khong/ No
Lan ban hanl/ Version: 01 Trang/ Page: 3/18
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MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

Théng s6/ Mo ti

Stt Tiéu chuin Chap thuin | Ghi chi
Parameter/ , . :
No. . Specification Acceptance | Remarks
Description |
| Dao tao TEl}S dat va | Nhacung cép phai hd tro viée dao tao lép dat va van I
g van hanh hanh thiét bi. Q Co/ Yes
Installation and | Vendor should provide supporting for the | Q Khong/ No
operational training | installation and operational training
- | Thoi gian bao hénh-i(_héng dugc it hon 12 thang sau AR e
5 Béo hanh khi hoan thanh nghiém thu thiét bi. U Cé/ Yes
Warranty Warranty period should not be less than 12 months | Q Khong/ No
| after completion of equipment commissioning,.
4. YEU CAU CUA NGUOI SU DUNG/ USER REQUIREMENTS
= — e e S
ste | 'hongso/ Mot Tiéu chufn Chép thuan | Ghi cha
Parameter/ ) . i
No. .. Specification Acceptance | Remarks
Description
' Mdy phai cé bang nhéan dang vai tén nha san XUat, ]
nim san xudt, mdu m4, sd seri va muc tiéu thy dién
nang. U Co/ Yes
The machine should have the identification plate | 1 Khodng/ No
with the manufacturer name, manufacturing year,
model, serial number and power consumption.
Céc bd phén chinh va cac thiét bi do ludng/ cam bién O
Nhan nhén dang (néu c6) phai duge xac dinh va danh ma sb. Q Co/ Yes
I Label The main components and the measuring devices | 0 Khong/ No
identification (sensors) must be identified and numbered.
Tt ca cac dudong dan vao va dudng ra (vi du duong
day dién, 6ng khi nén) phai duoc xac dinh. O Co/ Yes
All inflows and outflows (for example: electrical | Q Khdng/ No
wires, compressed air pipe) have to be identified. |
Il:ilTal xac dinh va liét k€ tat ca cac bd phan cia thiét 0 Co/ Yes
All components have to be identified and listed. =1 Khaag/ Ne
Phai hiéu chuén cho cac thiét bi do tbc do hoat dong
Hicu chudn cfla may (vit cip lié.u, tl‘L'lC lan, v.v.) | | 0 Cof Yes
2 ¥ e There must be calibration for measuring devices .
Calibration . _ ) _ U Khdng/ No
Jor operating speed of the machine (screws feeder,
roller, etc.).
Tinh nang antoan | 10" F0eme bop méy g8 s o oo mil K ndi I o L
3 v6i cac hé thong tién ich, may phai c6 cac thiét bi

Safety feature

Lan ban hanh/ Version: 01

bdo v€ can thict dé dam bao rang ngudi van hanh,

U Khdng/ No

Trang/ Page:
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Théng s6/ M6 ta

St
Parameter/
Na. 8%
Description
4 Tinh nang vé sinh
Cleaning feature

Lan ban hanh/ Version: 01

condition

MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

Ti¢u chuan
Specification

thiét bi va san pham van & trong tinh trang an toan.

In the event of equipment malfunction or loss of
utilities, the wunit must contain all necessary
protection devices to ensure that the operator,
equipment and the product remain in a safe

Chép thuin
Acceptance

Thiét bi c6 tinh nang ndi dit
The machine has earthling function

Q Co/ Yes
O Khong/ No

May phai cé cac canh bao va khod lién dong.
Danh sach nay ciing phai duoc cung cip cling véi
cac tai li¢u danh gia.

Machine must have the alarms and interlocks. The
list must be provided along with the qualification
documents.

Q Co/ Yes
O Khong/ No

Méy phai c6 thiét k& nut khan cép dé dimg may trong
trudng hop can thiét.
The

necessary case.

machine must have emergency Sslop in

D liéu cua thiét bi phai duge gitr nguyén sau
khi mat di¢n
Machine data must be retained afier power failure.

Phai c¢6 bién phap phong tranh dé ngin ngira
ngudi van hanh ma cura sb quan sat tai truc lan

There must be measurement to avoid the operator
opening the viewing glass al the roller.

0 Cé/ Yes
U Khdng/ No

Ghi cha
Remarks

U Co/ Yes
U Khong/ No

Q Co/ Yes
O Khong/ No

May tu dong nging khi qua tai
The machine automaticallv stops when overload

D¢ dang vé sinh cac bé mat

Easv to clean all surfaces

Cac bd phén kim loai/ khong phai kim loai pllél-i-

c6 kha ning vé sinh véi nhitng chit phu hop
(Isopropanol, Ethanol, Natri lauryl sulfat, v.v.)
Metal/ Non-metal parts shall be cleanable with
suitable agents (Isopropanol, Ethanol, sodium
lauryl sulfate, etc.)

Q Co/ Yes

| Q Khéng/ No

| QCo Yes
O Khéng/ No

U Co/ Yes
O Khéng/ No

‘Trang/ Page:




MAY XAT HAT KHO

B N o ROLLER COMPACTOR
RD-URS-001.00 -

A K A g2 —
ste | 1hong so/ Mo i Tiéu chufn Chip thuan | Ghi chi
No. Par(m?et.er/ Specification Acceptance | Remarks

Description

- Két cAu cua cac bd phén ctia may phai cho phép I =
thao lap va thay d6i d& dang dé tiép can viéc bao
Bao tri tri U Co/ Yes
. Maintenance Construction of all machine parts shall enable | Q Khong/ No
easy removal and exchange for maintenance
access.
Thiét bi phai van hanh dugc 3 ca (24 gid mdi ]
ngay) Q Co/ Yes
| The machine can be operated for 3 shifis (24 hrs. | Q Khdng/ No
per day)
TSc¢ do van hanh ciia may: 1én dén 40 kg/h Q Co/ Yes
Operating speed of the machine: up to 40 kg/hrs | Q Khong/ No
Luc nén t6i da: 200 bar U Co/ Yes
Céac théng s6 hoat | Maximum press force: 200 bar Q Khong/ No
6 dong Téc dd cua vit cap lidu: 1én t&i 80 rpm O Co/ Yes
Process Maximum speed of crew feeding: up to 80 RPM | U Khdng/ No
PO Téc do ti da cua truc lan: 1én dén 20 RPM Q Co/ Yes -
Maximum speed of the roller. up to 20 RPM Q Khong/ No
Tdc do nghién tdi da: Ién dén 150 RPM 0 Co/ Yes |
Maximum milling speed. up to 150 RPM U Khéng/ No
Dung sai clia toc d6 may U Co/ Yes
Tolerance of machine speed: = 10 % U Khong/ No
D6 6n cia médy phai < 80 dB & khoang cach 1 mét. | Q Co/ Yes =
Noise level of the unit< 80dBat I meter distance. | A Khong/ No
C6 thé cai dat, diéu chinh va hién thi toc do van hanh | o
ctia vit cp liéu Q Co/ Yes
Operating speed of the screw feeder can be set, | 1 Khong/ No
adjusted and displayed.
Chite nang C6 thé cai dat, didu chinh va hién thi tée do van hanh Il
7 Funclions cua truc lin U Cé/ Yes
Operating speed of the roller can be set, adjusted | 1 Khong/ No
and displayed. !
C6 thé cai dat, diéu chinh va hién thi téc do nghién | Q Co/ Yes
Milling speed can be set, adjusted and displayed. | Q Khong/ No
LAn ban hanh/ Version: 01 Trang/ Page: 0/1 §
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For Health - For Life

MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

Thong s6/ M ta

] Chép thuin

Stt Tiéu chuin
Parameter/ . )
No. i Specification Acceptance
Description
C6 thé cai dat, hién thi thoi gian van hanh ctia vit cap
liéu a Co/ Yes

Lén ban hanh/ Version: 01

Operating time of the crew feeder can be set and
displayed.

Co6 thé cai dat, hién thi thoi gian van hanh cua truc

U Khong/ No

Ghi cha
Remarks

lan O Co/ Yes
Operating time of the roller can be set and | 4 Khong/ No
displayed.

C6 thé cai dat, hién thi thoi gian nghién O Co/ Yes
Milling time can be set and displayed. U Khong/ No
Luc nén tai truc lan c6 thé didu chinh duoc O Co/ Yes

Press force at the roller can be adjustable.

C6 nhiéu loai vit cdp li¢u khac nhau dé st dung voi
cac nguyén liéu c6 tinh chat khac nhau
There are different types of screw feeder for use with

materials of different properties

Thiét bi phai ¢6 chirc ning Jog
The machine must have jog mode.

U Khéng/ No

U Co/ Yes
U Khéng/ No

Q Co/ Yes
O Khong/ No

Thiét bi c6 thé van hanh béng tay hodc vdn hanh ty
dong
The machine can operate in manual mode or

automatic mode.

Hé théng nén c6 thé diéu chinh duge dé nén déu va
ti trong déu nhau

Adjustable pressure system for steady rolling and
equal densitv.

Q Co/ Yes
U Khong/ No

U Co/ Yes
O Khong/ No

Truc lan c6 hé thong lam mat dé sir dung voi nhiing
nguyén li¢u nhay cam véi nhiét do.
The

temperature sensitive materials.

roller has cooling system (o use for

O Co/ Yes
O Khong/ No

Truc lan va bo phén— tao hat (bd phéan nghién) 6 thé
dugc van hanh riéng biét dé can manh hodc tao hat
The rollers and granulation parts (milling parts) can

operate separately for rolling flakes or granulation.

U Co/ Yes
Q Khong/ No

Cac ludi khde nhau ¢é thé duoe thay thé dé tao hat
c6 kich thude khac nhau

Different sieves can be changed to gel granules

O Co/ Yes
0 Khong/ No

Trang/ Page:
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Stt

[.an ban hanh/ Version: 01

Théng s/ Mé ta |

Parameter/
Description

MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

oA R
Ti¢u chuan
Specification

Chép thuin
Acceptance

with different sizes.

Buodng nén kin hoan toan vai clra s quan séat bang
kinh
Full closed rolling chamber with viewing glass.

Heé thdng diéu khién va PLC véi cac chie nang kiém
soat duoc thé hién va c6 thé thay ddi trén man hinh
cam ng

Control system and PLC with control functions are
displayed and can be changed on touch screen.
May ¢6 thé luu duge thong sb k§ thuét

The machine can save the parameters

Ghi cha
Remarks

a Co/ Yes
O Khong/ No

Q Co/ Yes
Q Khong/ No

Q Co/ Yes

U Khoéng/ No

Dit liéu ¢6 thé duoe luu trit va sao chép thong qua
cac thiét bi nhu USB

Data can be stored and copied through the device
such as USB.

U Co/ Yes
U Khoéng/ No

"Céc canh béo duge hién thi trén man hinh kém voi
am thanh canh bao. Thiét bi khong thé hoat dong khi
chua xur ly cdc canh béo
The alarms are displayed on the screen along
with the warning sound. The machine cannot
operate when the alarms are not solved.

Q Co/ Yes
& Khong/ No

Vit liéu ché tao
Materials of
construction

Céc vat lidu tiép xtic true tiép bang kim loai phai
dugc lam tir SS316/SS316L hodc vat liéu tuong
duong

Metal contact part must be made from SS316/
SS316L or equivalent materials.

Q Co/ Yes
O Khéng/ No

D6 nhin clia cac bd phén truc tiép béng kim loai ¢é
Ra<0.8

Surface finish of metal contact part must meet Ra
<0.8

Céac bd phan tiép x0c truc tiép khong phai kim loai

(nhu dém) phai dat tiéu chudn thuc phdm
Non-metal contact part (such as gasket) must meet
food grade specification.

O Co/ Yes
U Khdng/ No

Q Co/ Yes
U Khéng/ No

Cac bd phan tiép xuc truc tiép kim loai phai duogc
thuc dong hoé va c¢6 gidy chung nhan

O Co/ Yes
O Khong/ No

Trang/ Page:
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For Health - For Life

Théng sb/ Mb ta

Stt
N, Parameter/
0. e
Description
9 DPao tao
Training
Hé théng diéu
khién tu dong —
10 | phin mém

Automatic control
system - software

MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

<A A
Ti¢u chuan
Specification

Metal contact part must be passivated and have
certificate.

Chip thuin
Acceptance

| Céc bd phan khong tiép xtic truc tiép phai duge lam
tor SS304 hodc cac vat liéu pha hop

Non-contact parts must be made from SS304 or
suitable material.

Nha cung cazl_p phai chi 18 va cung cap tai liéu chuong
trinh dao tao cho nhén vién van hanh va nhéan vién
k¥ thuat

The vendor has to specify and provide the
document of the training program for the
operating and technical personnel.

Cac budi dao tao riéng biét s& duogce td chirc cho nhén
vién van hanh va nhén vién k¥ thuat

Separate training sessions have to be organized
Jor: Operators and technical personnel

May duge didu khién bang hé théng PLC/HMI

The machine is controlled by PLC/HMI system

a Co/ Yes
U Khong/ No

O Co/ Yes
O Khong/ No

U Co/ Yes
Q Khong/ No

Ghi cha
Remarks

0 Co/ Yes
U Khéng/ No

T4t ca cc thong sb cai datva thong sb trong qua trinh
van hanh duoc hién thi theo thoi gian thyc trén man
hinh

All setting parameters and parameters during
operalion process are displayed in real-time on the
screen.

C6 thé phat hién va theo ddi cac canh bao trén man
hinh

Machine can detect and monitor the alarms on the
screen.

C6 it nhdt 03 cAp do tai khoan khac nhau véi céc
quyén truy cap riéng biét cho timg cdp ngudi ding

There
separale access privileges for each user level.

are at least 03 account level with the

O Co/ Yes
O Khong/ No

U Co/ Yes
Q Khong/ No

Q Co/ Yes
O Khong/ No

Céac thong tin hoat dong ciia may dugc ghi nhén lai
théng qua hé thong PLC nhur thiv gian vin hanh, e
dd ctia may

Operation information of the machine is recorded

through PLC system such as operating time, speed

U Co/ Yes
U Khéng/ No

Lan ban hanh/ Version: 01

Trang/ Page:
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For Health - For Life

Théng s6/ Md ta

‘ St
Parameter/

No. i
Description

Lan ban hanh/ Version: 0]

MAY XAT HAT KHO
ROLLER COMPACTOR
~ RD-URS-001.00

*A K
Ticu chuan
Specification

Chap thujn
Acceptance

of the machine.

Ghi cha
Remarks

Hé théng chi ¢6 thé truy cap dugc véi su két hop
dung gifta ID va mét khiu cta ngudi ding

The system can be only accessed with the correct
combination between user ID and password.

Chi ¢6 tai khoan quan trj vién c6 quyén du_qc tao tai
khoan md&i, mé khoa tai khoan bi khoa

The new account is only created by admin account
and the locked account is only activated by admin
account.

Hé théng bét bude ngudi dung thay d6i mat khiu |

trong lan dang nhap diu tién
The user is forced to change the account password
at the first login.

Viée kiém soat truy cip phdm mém s& doc lap voi hé
diéu hanh va ¢6 thé dugc ciu hinh. M6t mé-dun danh
cho céc quan tri vién s& c6 san trong phan mém, noi
tAt ca cac tai khoan nguoi ding duoc duy tri (kich
hoat, huy kich hoat)

The access control to the application shall be
independent from the operating system and shall
be
administration shall be

configurable. A module forthe user

available within the
application, where all the user accounts shall be

maintained (activated, deactivated).

Céc thdng s6 sau déy co thé duge cau hinh/duoc thay
ddi boi tai khoan quan tri vién theo yéu cu st dung
ctia khach hang:

- Chiéu dai mat khau

- Thoi han hiéu lyc coa mat khau

- 4 lan dang nhap sai trude khi tai khoan bi bat hoat
The following parameter can be configurable/
adjustable by administrator account as per use
requirements of the customer:

- Length of password

L Co/ Yes

U Khéng/ No

Q Co/ Yes
O Khong/ No |

Q Co/ Yes
U Khoéng/ No

U Co/ Yes
U Khong/ No

1 Cé/ Yes
O Khoéng/ No

Trang/ Page:
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Théng s6/ Mé ta

MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

Stt Tiéu chuén Chép thuin | Ghicha
Parameter/ e
No. il Specification Acceptance | Remarks
Description
- Validity period of password
- Number of failed logins until the account is
disabled
Phan mém tu dong dang Xuét sau mot khoang thoi '
gian nhét dinh, c¢6 thé diéu chinh dugc Q Cé/ Yes
The  software is auto-logo jf afier certain, | Q Khong/ No
configurable period.
Viéc xo4 tai khoan/ bat hoat tai khoan khong anh
huéng dén lich st dit liéu W Co/ Yes
The deletion of account/ The inactivation of the | Q Khong/ No
account shall not impact on the historical data.
5. THONG TIN HE THONG PHU TRQ/ UTILITY A VAILABLE -
Théng s/ Mé ta X
Stt o Tiéu chuin Chép thuin | Ghi chi
Parameter/ gy )
No. 5o Specification Acceptance | Remarks
Description
Ngudn dié y ¢4 5/ Yes
! SUOM CIEH CUNS €8P | 380V + 10%; 3 phase; 50 Hz SO Tes
Power supply Q Khong/ No
5 Khi nén Khoang 7.0 bar Q Co/ Yes
Compressed air Approx. 7.0 bar Q Khéng/ No
. A e U Co/ Yes
. < 0
3 Chiller Nude dau vao/ Inlet water: < 18°C O Khéng/ No
Luoi Q Cé/ Yes
4 Sereen 0.5;0.8; 1.0; 1.2; 1.5; 2.0; 3.0 mm O Khong/ No
6. KIEM TRA VA FAT/ INSPECTION AND FAT
Théng s6/ M t3 :
Stt . S Tiéu chuin Chép thuin | Ghich
Parameter/ . . j
No. - Specification Acceptance | Remarks
Description
May s& duoc kiém tra tai noi san xuat boi nha san xudt
dudi sy giam sat ctia khach hang. Pham vi t&i thiéu cia
FAT gdm:
- Kiém tra cac thanh phan co khi va di¢
o ‘1eam ra.Acac z,ml}V) an C,O i va dién O Co/ Yes
I FA' - Thur nghiém chitc ning may .
o2 i p e, W Khong/ No
- Kiém tra canh bdo, khoa lién dong
- Kiém tra c4c tai liéu cua hé thng
The machine shall be checked at the manufacturer
site by the manufacturer under the supervision of
Lan ban hanh/ Version: 01 Trang/ Page: 11/18
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For Health - For Life

, Thong s6/ M ta
Stt
Parameter/

No, g
Description

MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

oA A
Ti¢u chuan
Specification

Chip thuin
Acceptance

Ghi cha
Remarks

customer. Minimum scope of FAT:
- Check of the
components.

mechanical and electrical
- Test system functions

- Test alarms, interlocks

Thiét ké/ cau truc cua tai liéu 1Q phai tudn theo hé
thong dé cuong va bdo cdo (nha cung cip soan thio

dé crong, DCL kiém tra va phé duyét)

The design/ structure of the 1Q-documents has to
Jollow the protocol and report systematic (protocol
generation to be done by Vendor, DCL reviews
and approves).

Viéc danh gia lép dit s& duoc thuc hién bai nhé'c?ng

cAp va ghi nhan bai nhan vién ctia khach hang & nha

may dudi su giam sat cia nhom CEFT

The installation qualification will be executed by
the vendor and recorded by customer personnel on

the site of the customer under the supervision of

CIT team.
Pham vi tdi thidu cua IQ:

- Kiém tra viéc lép dat va dan nhén ctia bo phdn

- Kiém tra vét liéu ctia cac bd phéan

- Kiém tra cac hé théng phu trg

Minimum scope of 1Q:

- Check of installation and tagging of components
- Check of material of components.

- Check of utility systems.

Q Co/ Yes
O Khéng/ No

Q Co/ Yes
U Khéng/ No

Q Co/ Yes
U Khoéng/ No

3 |00

L.an ban hanly/ Version. 01

Thiét ké&/ cu trac cia tai lidu OQ phéi tuan theo hé
théng dé cuong va bao cao (nha cung cip soan thao
dé cuong, DCL kiém tra va phé duyét)

The design/ structure of the OQ-documents has to
Jfollow the protocol and report systematic (protocol
generation to be done bv Vendor, DCL reviews and
approves).

Q Co/ Yes
U Khong/ No

Viéc danh gia van hanh s& dugc thuc hién bdi nha
cung cap va ghi nhan bdi nhan vién cia khach hang &
nha may dudi sy gidm sat cua nhém CFT

The operation qualification will be conducted by |

Q Co/ Yes
O Khoéng/ No

Trang/ Page:
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| Théng s6/ M ta

MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

Stt Tiéu chuin Chip thudn | Ghicha
Parameter/ ) .
No. .. Specification Acceptance | Remarks
Description
vendor and recorded by the customer personnel on
the site of the customer and under the supervision
of CFT team.
Viéc danh gia hiéu ning s& duoc chudn bi va thuc hién
boi khach hang voi su tham gia ctia nha cung cip Qo v,
es
4 PQ The performance qualification will be prepared and .
) 0 Khong/ No
conducted by the customer with the attendance of
the vendor.
7. LAP PAT, VAN HANH THU, VA HE THONG HO SO TAI LIEU/
INSTALLATION, COMMISSIONING AND DOCUMENTARY
Théng s6/ Mb t3 4 o
Stt . e Tiéu chuin ChAp thun | Ghi chd
Parameter/ . . ’
No. . Specification Acceptance | Remarks
Description
Viéc lép dat, danh gia va van hanh th sé dugc thuc
. ... . | hién tai nha may cta khich hang bdi nha cung cép
Lap dat va van o x I — . .
. a dudi su ho trg va giam sat tir phia khach hang. .
hanh thir o , - C U Co/ Yes
1 ]ng[alla[l' o d The I?l’.‘l’l’ﬁﬂﬂf“ﬂ?, {fﬂﬂ;‘,’{ﬂf_?ﬂ”f!ﬂ Hﬂ‘d CONTIT IS ORI D Rh_ -"f'l,"
s onan ong/ No
o shall be conducted on the customer side by the 5
commissioning . -
vendor under supporting and supervision of the
customer side.
Nha cung cip phai cung cp cac hd so dé danh gia
thiét bj va chirng minh chét luong ca thidt bi dap tng
, | e thong tai liéu | véi URS nay. Q Co/ Yes
Documentation The vendor must provide the documents to qualify the | Q Khong/ No
machine and prove the quality of the machine is in
compliance with this URS.
8. CAC HO SO, TAI LIEU TOI THIEU CAN PUQC CUNG CAP/ MINIMUM
B ~ DOCUMENT TO BE FURNISHED )
Stt Giai doan Thong tin tai licu Chap thuan | Ghi cha
No. Stage Document details Acceptance | Remarks
s DA Dic diém ky thuat thiét ké Q Co/ Yes
a}l 1 dat hang Design specification U Khong/ No
1 After purchase . :
oFtler bac diém k§ thuét vé chirc ning Q Co/ Yes
Functional specification Q Khong/ No
L4n ban hanh/ Version: 01 Trang/ Page:

13/18
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For Health - For Life

Stt
No.

MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

Giai doan Théng tin tai licu Chiép thuan | Ghi chi
Stage Document details Acceptance | Remarks
Ban vé& chung U Co/ Yes
’ .« . | General arrangement diagram U Khéng/ No
Dan.h gia thiet ké So db ndi dién = 0 Co/ Yes
D&S‘l(.g}"l . Electrical wiring diagram O Khong/ No
qualification — —
Béan v& lap rap bang diéu khién O Co/ Yes
Control panel assembly drawing O Khéng/ No
Dé cuong va bdo cdo 1Q 0 Co/ Yes -
1Q protocol and report Q Khéng/ No
bé cuong va bdo cao OQ Q Co/ Yes
OQ protocol and report A Khong/ No
Trong qua trinh [Ty o™ han thir nghiém cta thidt bi QCo Yes
x-'fmm ha‘mi‘1 Thl:r Test certificate of the machine QO Khéng/ No
nghitm va danh I ing nhan MOC QCo Yes |
gta/ring A/{OC‘ certtfﬁcat€s g ] U Khong/ A’o .
R SO tay hudng dan str dung phan mém U Cé/ Yes
and qualification Instruction m_anualﬁ)r S()flrvare B Q Khong/ No
S6 hudng din van hanh va bao tri Q Co/ Yes
Operational and maintenance manual U Khéng/ No
Hudng dan xir 1y sy ¢b o - Q Cd/ Yes
Troubleshooting guidance U Khdng/ No
D'anh sach cac ho sc')f lién quan dén may | | 0 Co/ Yes
List of documentation which are associated with the .
' Q Khéng/ No
machine
Danh sach cac bd phén dién voi thong tin nhu lo_aT, |
cdng suét dinh mac, nha cung cip, v.v. | U Co/ Yes
Electrical component list with information such as | 1 Khong/ No
type, rated power, vendor, etc.
Céc danh sach Danh sach cac phu tung (co khi, dién, dung cu, loc)
dinh kém dugc khuyén cdo bai nha cung cip. U Co/ Yes
The attached lists Spare  parts  list  (mechanical, electrical, | Q Khong/ No
instrument, jilter) recommended by vendor.
Danh séch Input/Output cia PL.C U Co/ Yes
PLC Input/Output list O Khdng/ No
Danh sach cac canh bao O Co/ Yes
Alarm/ Warning list 0 Khong/ No
LAn ban hanh/ Version: 01 Trang/ Page: 14/18
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Sttt

No.

MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

Giai doan
Stage

Théng tin tai licu
Document details

Danh sach chat bdi tron vai lich trinh st dung cac

chét boi tron dé cho biét loai va cAp chét bdi tron
can thiét cho thiét bi duoc cung cép

Lubricant lists with lubricant schedule to indicate
type and grade of lubricants required for all
equipment supplied.

Q Co/ Yes
O Khéng/ No

Danh sach tién ich cho biét cac thong s6 k¥ thuét cia .

cac tién ich can thiét cho viéc khoi dong va van hanh
may

Utility list to indicate technical parameters of all
utilities required to start and operate the equipment.

O Co/ Yes
O Khong/ No

Chép thuan | Ghi cha
Acceptance | Remarks

9. PHUONG AN LAM VIEC/ WORK EXECUTION METHODOLOGY

Nha cung cép phai theo phuong an lam viée sau:

URS dugc gli cho céc nha cung cip duoc -
chon. —
Nha cung cdp giri dé xuat k§ thuat voi chi tiét
dugc ghi nhan trong URS da duge dién véi
céac tai lidu hd trg, cac ban vé, v.v. va cic
théng tin bd sung néu co. -
Théo ludn ky thuat, hoan thién va viéc phé
duyét URS tir nha cung c4p ciing nhu khach
hang.

Nha cung cip giri DQ véi cac tai liéu, cac ban
V&, cac bang dit lidu, v.v.

Phé duyét DQ.

Thir nghiém nghié¢m thu tai nha may cta nha
cung cip néu dugce yéu clu. -
Lap dit thiét bi. =
Panh gia lp dat.

DPénh gia van hanh/ Véan hanh thtr nghiém.

Vendor has to follow this execution methodology:

URS is given to selected vendors.

Vendor submits his technical offer with
details recorded in the filled URS with
all support documents, drawings, elc. &
additional details if any

Technical discussion, finalization &
approval of URS from vendor as well as
client

DQ is submitted by vendor with all
necessary dockets, drawings, data sheets
elc.

Approval of DQ

Factory acceptance test if required
Installation.

Installation qualification.
Operational qualification/
Commissioning.

10. LICH GIAO HANG/ DELIVERY SCHEDULE

Nha cung cép guri biéu db cho cac hoat dong tai thoi
diém chao hang.

Lan ban hanh/ Version: 01

Vendor
activities at the time of offer,

submits  bar chart for various

Trang/ Page:
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L MAY XAT HAT KHO
i ROLLER COMPACTOR
for Health - For Life
RD-URS-001.00

11. PIA PIEM GIAO HANG/ DELIVERY SITE
CONG TY CO PHAN DUGC PHAM CUU | CUU LONG PHARMACEUTICAL JOINT STOCK
LONG (dia chi: S6 150, duong 14/9, phuong | COMPANY. (Address: Number 150, Street 14/9,
Thanh Dirc, tinh Vinh Long, Viét Nam) Thanh Duc ward, Vinh Long Province, Viet Nam).

12. PHUONG THUC VAN CHUYEN/ MODE OF TRANSPORT
Dua trén thoa thuén ctia nha cung cdp véi khach | Based on the agreement of the supplier with the
hang dugc ghi nhén trong don hang. customer in the purchase order.

13. TAI LIEU PINH KEM/ ATTACHMENTS
NA

14. TAI LIEU THAM KHAO/ REFERENCES
NA

LAn ban hanh/ Version: 01 Trang/ Page: 16/18
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MAY XAT HAT KHO
ROLLER COMPACTOR
RD-URS-001.00

15. TU VIET TAT/ ABBREVIATIONS

Dang rat gon

Dang hoan chinh

Short form Full form
CET Bd phéan chirc nang lién quan/ Cross-Functional Team ol
dB Decibel . |
a 1Q Dgh gia lap dat/ Installation Q;aliﬁcation B
0Q Danh gia Vgl’; hanh/ Operational Qualification :
DQ Pénh gi4 thiét k&/ Design Qualification
_PQ Danh gia hi¢u nang/ Performanc-e Qualification B
Hz . H;rtz - N
FAT Kiém trg nghi¢m thu tai nha may/ Factory ac_ceptance tes_/ B
URS Yéu cdu k¥ thudt cua nguoi st dung/ User requirement specification
RPM Vong/phat/ Revolutions Per Minute B
- oL CONG TY CO PHAN DUGC PHAM CUU LONG/ CUU LONG
PHARMACEUTICAL JOINT STOCK COMPANY B
PLC/HMI B¢ diéu khién lap trinh/ Programmable Logic Controller

Giao dién ngudi — may/ Human Machine Interface

Lan ban hanh/ Version: 01

Trang/ Page:
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MAY XAT HAT KHO
ROLLER COMPACTOR

RD-URS-001.00

16. LICH SU THAY DPOI/ REVISION HISTORY

So thir tw
No.

01

T %
An ban so

Version No.

Noi dung thay doi
Content of change

Ngay hi¢u luc
Effective Date

00

Ban hanh lan dau tién

The first issue

LLAn ban hanh/ Version: 01

- END OF DOCUMENT -

Trang/ Page:
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PHU LUC 02 - BANG YRU CAU KY THUAT CUA NGUO1 SU DUNG
APPENDIX 02 - USER REQUIREMENT SPECIFICATION
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1. MUC PICH/ OBJECTIVE
Muc tiéu cta tai liéu nay la xac dinh yéu ciu cua
ngudi ding déi voi thiét bi/ hé théng duoc dé cap

ve cong suat / dau ra, kiém soat quy trinh....

2. PHAM VI AP DUNG/ SCOPE
URS nay chi ap dung cho TU VI KHI HAU duoc
lap dat tai phong Nghién ctru va Phat trién cta

CONG TY CO PHAN DUGC PHAM CUU

TU VI KHI HAU
CLIMATE CHAMBER
RD-URS-004.00

Objective of this document is to specify the requirement
of user for the mentioned equipment / system with

respect to capacity /output, process control, etc.
|

This URS is applicable only for CLIMATE CHAMBER
which is installed at R&D department of CUU LONG
PHARMACEUTICAL JOINT STOCK COMPANY.

LONG.

3. TONG QUAN/ OVERVIEW

Stt Théng s6/ M ta l

No. | Parameter/ Description

Ti¢u chuan

Specification

Tén thiét bi va tiéu
! chuan/ Equipment name

and standard

Muc dich sur dung

Intended Use

Chip thuin

Acceptance

TU VI KHI HAU
CLIMATE CHAMBER

Dé dénh gi4 va x4c dinh tudi tho cta san phim,
nghién ctu sy phan hiy va thay dbi chat luong
dudi cac diéu kién nhiét do/dd 4m khac nhau (vi
du: diéu kién dai han, didu kién c4p tdc), tir do
dam bao chét lugng, an toan va hiéu qua cia
thude trong sudt qué trinh luu triy, véin chuyén vé
st dung/ Evaluate and determine the shelf life of
products, study their degradation and quality
changes under various temperature/ humidity
profiles  (e.g., long-term, accelerated
conditions), thereby ensuring the quality, safety,
and efficacy of the medication throughout its

storage, (ransporl, and usage life cycle.

Lan ban hanh/ Version: 01

Q Co/ Yes
W Khong/ No

Ghi chu

Remarks

U Co/ Yes
QO Khéng/ No

Trang/ Pages:
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For Mealth - For Life

TU VI KHi HAU
CLIMATE CHAMBER
RD-URS-004.00

Ghi cha

Stt Théong s6/ Mb ta Ti¢u chuin Chip thuin
No. | Parameter/ Description Specification Acceptance | Remarks
SO thiét bi yéu cau ’ O Co/ Yes
3 e o l
No. of equipment 0 Khong/ No
required
Nha cung cip c6 trach nhiém vén chuyén thiét
bi dén nha mdy cta khach hang. Phai liét ké tit
Van chuyén ca ,nhlmg bd phan bat budc, cac bd phin con O Co/ Yes
4 iéu.
Delivery i U Khong/ No
The vendor is responsible for transporting the
equipment to the customer site. All required
components, missing parts must be listed.
Thiét ké thiét bi cu thé phai dugc giri dén khach
Thiét ké thiét bj hang dé xem xét va lua chon, Q Co/ Yes
5 : : ' ' A
Design of the equipment | The specified designs of the equipment must be O Khéng/ No
sent Lo the customer for reviewing and choosing.
y 5 . Thiét bi phai hoat déng 6n dinh & didu kién:
Xac dinh pham vi ,
. 10 +40°C, < 80% RH. Q Co/ Yes
6 str dung R
> The equipment must operate stably at the | d Khong/ No
Field identification
condition: 10+ 40°C, <80% RH.
Ngon ngit Tiéng Anh Q Co/ Yes
.
Language English U Khong/ No
, May méi 100% duoc san xudt tir nam 2025. ]
Nam san xuat Q Co/ Yes
8 _ _ Must be 100% new, manufactured from 2025 .
Year of manufacture O Khong/ No
onwards.
Xudt xU M§ hodc Chau Au Q Co/ Yes
9
Origin US4 or Europe 0 Khéng/ No
HO trg k¥ thuat Nha cung cp phai cam két hd tro k§ thuat 24/7 | Q C6/ Yes
10 ] .
Service (truc ticp hodc gian tiép), can bd k¥ thudt phai | d Khong/ No
ILan ban hanh/ Version: 01 Trang/ Pages: 4/27
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TU VI KHI HAU
CLIMATE CHAMBER
RD-URS-004.00

Tiéu chuan

Specification

Stt Théng s6/ Md ta
No. | Parameter/ Description
1 Bao tri
Maintenance
g Phu kién thay thé
Replacement accessories
bao tao lép dat va
i van hanh
| Installation and
operational training

c6 trong vong 36 gior ké tir khi nhan duoc thong

bao yéu cau kiém tra, sira chita dot xuat.

The supplier must commit to 24/7 technical
support (direct or indirect), and technical staff
must be available within 36 hours of receiving
notification for urgent inspection or repairs

(SLA).

Bao tri dinh ky 06 thang/lan trong subt thoi gian
bao hanh.
Periodic maintenance every 6 months during

the entire warranty period.

LAn ban hanl/ Version: 01

Sau thoi gian bao hénl;, nha cung ¢ip cam két

tiép tuc thuwe hién dich vy bao tri, hidu chudn néu

khach hang ¢ yéu cu va duy tri cung cip céc

phu ting, phu kién thay thé, phu kién nang cip

trong vong it nhit 10 nim.

Afier the warranty period, the supplier commits

fo continue performing maintenance and
calibration services if the customer requires
them, and to maintain the supply of spare parts,
accessories,  and

replacement upgrade

accessories for at least 10 years.

Chép thuan | Ghi chi |

Acceptance | Remarks

Q Co/ Yes
U Khong/ No

Q Co/ Yes
U Khong/ No

Lip dat va hudng dan st dung/bao tri thiét bi =
01 bubdi) phai do can bd k¥ thudt ctia nha cung
c?ip da dugc dao tao dam nhiém.

Installation and  training on  equipment
usage/maintenance (> 1 sessions) must be
performed by the supplier's trained technical

staff.

Trang/ Pages:

Q Co/ Yes
U Khong/ No
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No.

Stt

DCL >

For Health - For Life

Théng s6/ Mé ta

Parameter/ Description

Bao hanh

Warranty

TU VI KHi HAU
CLIMATE CHAMBER
RD-URS-004.00

4. YEU CAU CUA NGUOI SU DUNG/ USER REQUIREMENTS

Stt
No.

Théng s6/ Mb ta

Parameter/ Description

Nhéan nhan dang
Label identification

A \ 0
[.an ban hanh/ Version: 01

Tiéu chuén Chip thuin | Ghi chd
Specification Acceptance | Remarks
Thoi gian bao hanh khong duge it hon 12 thang
sau khi hoan thanh nghiém thu thiét bi. )
Q Co/ Yes
Warranty period should not be less than 12 )
U Khong/ No
months  afier  completion of equipment
commissioning.
Tiéu chuén Chip thuin | Ghi cha
Specification Acceptance | Remarks
Méy phai c6 bang nhan dang vadi tén nha san
Xuét, nim san xudt, mau ma, s seri va mue tidu
thu dién nang. )
O Co/ Yes
The equipment should have the identification A
O Khdng/ No
plate  with  the  manufacturer  name,
manufacturing year, model, serial number and
power consumplion.
Céc bd phan chinh va cac thiét bi do ludng/ cam
bién (néu ¢6) phai duge xdc dinh va danh ma sb.
O Co/ Yes
The main components and the measuring : ,
U Khang/ No
devices(sensors) must be identified and
numbered,
Tét ca cac duong dén vao va duong ra (vi du
duong day dién, nudce) phai duge xéac dinh. Q Co/ Yes
All inflows and outflows (for example: electrical | A Khong/ No
wires, waler pipe) have to be identified.
Phéi xdc dinh va liét ké tit ca cac bo phén cuia e
== Q Co/ Yey
thiét bi. :
O Khéng/ No
All components have to be identified and listed.
Trang/ Pages: 6/27
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Stt

Théng s6/ Mb ta

TU VI KHi HAU
CLIMATE CHAMBER
RD-URS-004.00

Tiéu chuan

Specification

Phai hiéu chuén cho cac cam bién do nhiét do,
do Am, clia may (hiéu chudn da diém, v.v.)

There must be calibration of temperature and
humidity measuring sensor of the equipment

(calibration multi-point, etc.).

No. | Parameter/ Description
3 Tinh nang hiéu chuén
Calibration feature
.| Tinh ndng an toan
- |
Safety feature
failure.
overload.
4 Tinh néng v¢ sinh
Cleaning feature
sulfat, v.v.).

Thiét bj tu dong ngirng khi qua tai.

Thiét bi c6 tinh nang ndi dat.

The equipment has earthling function.

P

Chap thuin

Acceptance

Q) Co/ Yes
U Khong/ No

Q Co/ Yes -
W Khéng/ No

Thiét bi phai ¢6 cac canh bao va khoa lién

dong. Danh sach nay ciling phai dugc cung

cap cung vdi cac tai lidu danh gia.

Equipment must have the alarms and interlocks.
The list must be provided along with the

qualification documents.

Q Co/ Yes
O Khong/ No

Dit liéu cua thiét bi phai dugc gilt nguyén
sau khi mat dién.

FEquipment data must be retained afier power

Q Co/ Yes
O Khéng/ No

The equipment automatically stops when

U Co/ Yes
O Khéng/ No

D¢ dang v¢ sinh cac bé mit,

Easv to clean all surfaces.

Céc by phan kim loai/ khong phai kim loai
phai c6 kha nang vé sinh véi nhitng chét phu
hop (Isopropanol, Ethanol, Natri lauryl
Metal! Non-metal parts shall be cleanable
with suitable agents (Isopropanol, Ethanol,

sodium lauryl sulfate, etc.).

Lan ban hanh/ Version: 01

Q Co/ Yes
U Khéng/ No

Ghi

chu

Remarks

U Co/ Yes
L Khing/ No

Trang/ Pages:

7127




DCL

%

3

For Health - For Life

TU VI KHI HAU
CLIMATE CHAMBER
RD-URS-004.00

Stt
No.

Parameter/ Description

Thong s6/ M ta

Tinh nang bao tri

Muintenance feature

Céc thong sb

hoat dong

Process parameters

Lan ban hanh/ Version: 01

«A R
Tiéu chuan

Specification

K&t cAu cia cac bd phén cua thiét b phai cho
phép thao lap va thay dbi d& dang dé tiép can
viéc bao tri.

Construction of all equipment parts shall
enable easy removal and exchange for

mainienance access.

Pham vi nhiét d§: 0 °C = 70 °C.
Temperature range: 0 °C + 70 °C

Db chinh x4c nhiét dd: % 0.2 °C.

Temperature accuracy. + 0.2 °C

. EI Cé/ Yes

Chap thuin

Acceptance

U Co/ Yes
Q Khong/ No

0 Khong/ No
Q Co/ Yes
O Khong/ No

Ghi cha

Remarks

Pham vi do 4m: 10% + 80% RH.
Humidity range.: 10% + 80% RH.

Do chinh xdc d6 4m: = 2.0% RH.
Humidity accuracy: = 2.0% RH.

U Co/ Yes
O Khong/ No

| Q Co/ Yes
U Khéng/ No

Do ddng ddu nhiét d6 & 60°C va 75% RH <
0,2K.
Temperature uniformity at 60°C and 75%RH: <
0.2K.

Bién dong nhiét d6 & 60°C va 75% RH <0,1K.
Temperature fluctuation at 60°C and 75%
RH: <0.1K.

Thoi gian phuc hdi sau khi mé cira trong 30
gidy ¢ 6°C va 75%RH < 5 phat.
Recovery time afier door opening (for 30

seconds at 60°C and 75%RH).: < 5 minutes.
Thé tich bén trong: 350 + 450 L
Internal volume: 350 + 450 L (liters)

Tai trong trén mdi gia do: 40 kg (max 100 kg).

0 Cé/ Yes
A Khéng/ No

Q Co/ Yes
Q Khéng/ No

a Co/ Yes
O Khong/ No

Q Co/ Yes_
Q Khong/ No

Q Co/ Yes

Trang/ Pages:

8/27
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TU VI KHi HAU
CLIMATE CHAMBER
RD-URS-004.00

Théng s6/ Mb ta

Stt
No. | Parameter/ Description
7 Chiic nang

Functions

Tiéu chuan

Specification

Load per tray: 40 kg (max 1 00 k:q)

Hién thi tin hiéu: man hinh cam tng mau LCD.

Signal display: Color LCD touchscreen.

Cong nghé lam néng bang cac dién tré thép ma
niken khong cham vao thanh ti tao d6 ddng déu
nhiét do cao.

Uses nickel-plated steel resistors that do not
the ensuring  high

touch chamber walls,

temperature uniformity.

Chip thuin
Acceptance

U Khéng/ No

O Co/ Yes
U Khong/ No

Q Co/ Yes
0O Khoéng/ No

Cua kinh quan sat c6 chic ndng sudi am/gia
nhiét, tranh dong suong, ngung tu hoi am.
Observation glass door with heating function to

prevent condensation and moisture build-up.

Q Co/ Yes
O Khoéng/ No

Thiét bj déu cudi diéu khién ¢6 thé diéu chinh
cong thai hoc.
Control interface: Ergonomically adjustable

control terminal.

C6 thé didu chinh do 4m b?mg cam bién do Am
dién dung va do 4m hoi nuéc phan hoi.

Humidity control: Humidity is adjustable using
a capacitive humidity sensor and feedback

steam humidification.

LAn ban hanh/ Version: 01

Q Co/ Yes
U Khéng/ No

4 Co/ Yes
U Khong/ No

C6 hé théng didu khién mé-n hinh cam Ung truc
quan thé hién tit ca thong sb, do thi, thoi gian
thuc 14p trinh.

Control system: Intuitive touchscreen control
system displaying all paramelters, graphs, and

real-time programming.

U Co/ Yes
U Khoéng/ No

Trang/ Pages:

Ghi chua

Remarks
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Parameter/ Description

TU VI KHI HAU
CLIMATE CHAMBER
RD-URS-004.00

A A
Ticéu chuan

Specification

C6 cam bién diéu khién an toan dé ngit ngudn
dién trong truong hgp nhiét dd vuot/dudi
ngudng, dong thdi phat ra canh bao bing am
thanh va hinh anh.

Safety features: Includes safety control sensors
to cut off power in case of over/under

temperature limits, with simultaneous acoustic

(audible) and visual alarms.

Chip thuén

Acceptance

Q Co/ Yes
U Khong/ No

Cé chirc nang lam mat bang chit lam lanh
R407¢/R-600a khong chira CFC va bd phén bién
tan hién dai tiét kiém nang luong.

Cooling function: Uses CFC-free R407¢/R-
600a refrigerant and a modern inverter unit for

energy saving

Ty dong chuyén doi cam bién chinh sang cam

bién du phong trong trudng hgp cam bién chinh
bi hong/hd mach.

Sensor redundancy: Automatic switchover from
the main sensor to the standby (backup) sensor

in case of main sensor failure/open circuit

Ti c6 04 banh xe dé tién trong viéc van
chuyén/lp dat.

Mobility: The chamber is equipped with 04
casters/wheels  for and

easy  [ransport

installation.

C6 chire ning luu trit phuong phap, kiém tra céc
bao dudng da thuc hién va cac 16i da xay ra
Can be

stored methods, check performed

maintenance, and review past errors.

Lan ban hanh/ Version: 01

U Cé/ Yes
U Khong/ No

Q Co/ Yes
0 Khéng/ No

U Co/ Yes
Q Khong/ No

Q Co/ Yes
Q Khong/ No

Ghi cha

Remarks

Trang/ Pages:
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Théng s6/ M ta

construction

Stt
No. | Parameter/ Description
Vat liéu ché tao
8 | Materials of

TU VI KHI HAU
CLIMATE CHAMBER
RD-URS-004.00

Lan ban hanh/ Version: 01

oA A
Tiéu chuan

Specification

Cbng két ndi: Bluetooth, Ethernet (LAN), USB-

A, USB-C va RS232 dé két ndi may tinh, may
in.

Connection ports: Bluetooth, Ethernet (LAN),
USB-4, USB-C, and RS232 for connecting to a

compuler or printer.

Cac canh bao dugc hién thi trén man hinh kém
v6i 4m thanh canh bao. Thiét bi khong thé hoat
dong khi chua xir ly cac canh bao.

The alarms are displayed on the screen
the The

equipment cannot operate when the alarms

along  with warning  sound.

are not solved,

Vit lidu ché tao than may, vé may va cac bd
phan bén ngoai khong tiép xic truc tiép véi dung
moi nén duge diic tir soi carbon nham giam thiéu
nguy co bi an mon do hoa chét va gi sét.

The material used for the main body, casing, and
external parts not in direct contact with solvents
should be molded from carbon fiber to minimize

the risk of chemical corrosion and rust.

Vit liéu vach ti, cira ti hay khay dé mau sir dung
trong hé théng duoc lam bang chét liéu SUS316
chdng an mon, chéng bam bén.

The material for the walls and doors of chamber
used in the system is made of SUS316 material,

which is anti-corrosion and fouling.

D9 nhan cua cac b phén truc tiép bang kim loai

cd Ra<0.8.

| Chip thuin

Acceptance

U Co/ Yes
U Khong/ No

Q Co/ Yes
U Khong/ No

Ghi cha

Remarks

U Co/ Yes
U Khéng/ No

Q Cé/ Yes
U Khong/ No

O Co/ Yes
O Khéng/ No

Trang/ Pages:
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TU VI KHI HAU
CLIMATE CHAMBER
RD-URS-004.00

Stt |  Théng sb/ Mo ti Ti¢u chuin Chip thujn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
N Surface finish of metal contact part must -
meet Ra<0.8.
Céic bo phan tiép xiic trye tiép khong phai kim
loai (nhu dém) phai dat tiéu chudn duge phdm. | 1 C6/ Yes
Non-metal contact part (such as gasket) must |  Khdng/ No
meel pharma grade specification.
Céc bd phan tiép xtc truc tiép kim loai phai .
duoc thy dong hoa va c¢é gidy chiing nhan. Q Co/ Yes
Metal contact part must be passivated and | d Khong/ No
have certificate.
Céc bd phan khong tiép xtc truc tiép phai duge
lam tir SS304 hodc cac vat liéu phu hop Q Co/ Yes
Non-contact parts must be made from SS304 | Q Khong/ No
or suitable material.
Nha cung cép phai chi ro va cung cép tai liéu
chuong trinh dao tao cho nhéan vién van hanh va
nhén vién k§ thuat O Co/ Yes
The vendor has to specify and provide the | d Khong/ No
document of the training program for the
g |Daotao operating and technical personnel.
Training = : ; X 1
Céc buoi dao tao riéng biét s& dugc to chire cho
nhéan vién van hanh va nhan vién k¥ thuat
U Co/ Yes
Separate  training  sessions  have to be
U Khong/ No
organized for. Operators and technical
personnel.
Phin mém quén ly, didu khién hé thdng can, thu R
Phin mém didu khidn | thap va xir ly dit liéu, béo cao két qua cua hang | O C6/ Yes
9 Control sofiware phai 12 phin mém mdi nhét, ¢6 ban quyén, d& sir | @ Khong/ No
dung va bao dudng.
Lan ban hanh/ Version: 01 Trang/ Pages: 12/27
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Stt Théng s6/ M ta

No. | Parameter/ Description

TU VI KHi HAU
CLIMATE CHAMBER
RD-URS-004.00

Ticu chuan

Specification

The management and control sofiware for the

weighing  system, data acquisition and

processing, and resulls reporting must be the
latest version from the manufacturer, licensed,

easy to use, and easy o mainlain.

Lan ban hanh/ Version: 01

Chéap thuin

Acceptance

Tuén thi huéng din GAMPS, dép (ng t6i thidu

Category 4.

Compliant with GAMPS guidelines, meeting at

least Category 4
6 kha niing két ndi, truyén va ddng bo dit liéu

v6i cac phan mém MES, SCADA, LIMS, hoic

hé théng quan ly GMP.

Capable and

synchronizing data with MES, SCADA, LIMS,

of connecting, (ransmilling,

software, or a GMP management system.

C6 chire nang xut/gui dir lidu do truc tiép dén
bang tinh Excel.
Capable of exporting/sending measurement

data directly (o an Excel spreadsheel.

Q Co/ Yes
QO Khong/ No

Ghi chi

Remarks

Q Cé/ Yes
U Khong/ No

U Co/ Yes
4 Khong/ No

C6 chiic nang tw kiém tra tinh trang hé thdng
trude khi van hanh, phat hién 161 ty dong va dua
ra thong béo 15i chi tiét.

It has a function for automatic system status
check before automatic

operation, error

detection, and detailed error notifications.

Q Co/ Yes
O Khong/ No

C6 thé twong thich va didu khién dugc cac thidt
bi ctia nhidu hang khac nhau (> 04 hang).
Compatible with and capable of controlling

chamber system from various manufacturers (>

Q Co/ Yes
0 Khéng/ No

Trang/ Pages:
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A K Pad e
Thong so/ Mo ta

Parameter/ Description

Tiéu chuan

Specification

4 manufacturers).

é(’) kha nang ning cdp thanh phan mém diéu
khién nhiu hé théng trén cting mot thiét bi may
tinh (> 10 hé théng).

Upgradeable to control multiple climate
chamber systems on the same computer device

(= 10 systems).

Acceptance

O Céo/ Yes
QO Khong/ No

C6 kha nang truyén dit liéu, didu khién hé théng
tir may tinh bang thong qua két ndi Internet hodc
mang LAN.

Capable of data transmission and system
control from a tablet via Internet or LAN

connection.

U Co/ Yes
0 Khong/ No

Chip thujn

Ghi chi

Remarks

Co6 chuong trinh theo doi, ghi lai va bao cdo qua
trinh thao tac, hiéu chuén va cic thong s§ quan
trong khac trong thdi gian van hanh hé théng.

It has a program to monitor, record, and report
the operation process, calibration, and other

important paramelers during system operation.

Pap tng va tudn tha theo 21 CFR (FDA, PIC/S,.
EU-GMP):
« Bit budc login.
« Thiét l4p va quan ly céc chinh séch bao mat
dé dam bao xtr ly dit liéu pht hop.
« Quén 1y quyén truy ¢ip va phan quyén ngudi
dung.
* Dinh dang xudt dit liéu: PDF va CSV/Excel

W Co/ Yes
U Khong/ No

Q Co/ Yes
U Khong/ No

chuin ISO 8601,

Trang/ Pages:

14/27

}E’ ;




DCL)

For Health - For Life

TU VI KHi HAU
CLIMATE CHAMBER
RD-URS-004.00

Stt Théng s6/ Mé ta

No. | Parameter/ Description

Tiéu chuan

Specification

* Luu trlt co so dit 1iu/ho so dién tir dam bao

ALCOA-+.
« Truy xuét ngudn gbe dir liéu ddy da thong
qua Audit Trails.
» Tuy chinh va thuc thi chit ky dién tir dé thiét
1ap trach nhiém.
« Ghi nhan day di hanh dong, thoi gian, ngudi
thuc hién va Iy do thay déi dit liéu.
* Co tinh ning back-up tu dong dir lidu vé
server dinh ky.

Meets and complies with 21 CFR (FDA, PIC/S,

EU-GMP):
* Mandatory login.
s Establish and manage security policies to
ensure appropriate data handling.
o Access rights management and user
permission assignment.
* Data export format: PDF and CSV/Excel
compliant with ISO 8601.
* Database/electronic record storage ensuring
ALCOA+.
* Full data traceability through Audit Trails.
* Customizable and enforceable electronic
signatures o establish accountability.
» Full recording of actions, time, performer,
and reason for data changes.
» Automatic periodic data backup feature to

the server,

Acceptance

Viéc kiém soat truy cdp pham mém s& doc lap

vdi hé di€u hanh va ¢6 thé duogc ciu hinh. Mot

O Co/ Yes
O Khong/ No

Chap thufn

L.an ban hanh/ Version: 01

Trang/ Pages:

Ghi chd

Remarks
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Stt Théng s6/ Mb ta

Lan ban hanh/ Version: 01

No. | Parameter/ Description

on A
Tic¢u chuan

Specification

Chip thuin

Acceptance

md-dun danh cho céc quan tri vién s€ c¢6 sdn

trong phan mém, noi tit ca cac tai khoan ngudi
dung duoc duy tri (kich hoat, huy kich hoat)

The access control to the application shall be
independent from the operating system and
shall beconfigurable. A module for the user
administration shall be available within the
application, where all the user accounts shall

be maintained (activated, deactivated).

Céc théng sb sau ddy co thé duge cAu hinh/duoc
thay dbi boi tai khoan quan tri vién theo yéu cau
str dung cua khach hang:

« Chiéu dai mat khau.

« Thoi han hidu lyc ciia mét khau.

« S6 14n dang nhép sai trude khi tai khoan bi

bat hoat.
The  following  parameter  can  be
configurable/ adjustable by administrator
account as per use requirements of the
customer:

o Length of password.

* Validity period of password.

* Number of failed logins until the account is

disabled.

Q Co/ Yes
Q0 Khéng/ No

Phian mém ty dong ddng xuit sau mot khoang
thoi gian nhit dinh, c6 thé diéu chinh duge
The  sofiware is auto-logo jf afier certain,

configurable period.

Q Co/ Yes
O Khéng/ No

Viée x04 tai khoan/ bt hoat tai khoan khong anh

O Co/ Yes

Trang/ Pages:
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Ghi cha

Remarks
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TU VI KHI HAU
CLIMATE CHAMBER
RD-URS-004.00

Stt Théng s6/ Mb ta Tiéu chuén Chip thudn | Ghi cha
No. | Parameter/ Description Specification Acceptance | Remarks
hudng dén lich st dit ligu. Q Khéng/ No
The deletion of account/ The inactivation of
the account shall not impact on the historical
data.
5. THONG TIN HE THONG PHU TROQ/ UTILITY AVAILABLE
Stt |  Thongsé/ Mé ta Tiéu chuin | Chép thugn | Ghi cha
No. | Parameter/ Description Specification Acceptance | Remarks
Ngudn dién cung cip O Co/ Yes
1 220V =+ 10%; 2 phase; 50 Hz )
Power supply U Khéng/ No
Str dung dé lip dat may ban diu va sir dung trong
. qua trinh van hanh va thue hién cic bao tri don
B{ tool-kit chinh hing ] QO Co/ Yes
’ S Q Khéng/ N
o 2% hong/ No
Official Toolkit set. Used for initial machine setup, operation, and &
performing simple maintenance.
C6 chirc nang théng ké
1 Statistical function
May in kim ) O C4/ Yes
3 Céap noi1 RS232 hodc RS422/485
Dot mairix printer QO Khéng/ No
RS232 or RS422/485 connection cable
S6 luong/ Quality: 01 bd/set
5 Chét liéu lam béng inox 316, ,
Khay chira mau Q Co/ Yes
4 . Material made of stainless steel SUS316.
Provide sample trays , ) U Khéng/ No
SO lugng/ Quality: 10 cai/ unit.
o Man hinh cam tng da diém 13 inch M3. )
Man hinh LCD Q Co/ Yes
5 3 Capacitive multi-touch 13 inch M3.
LCD touch screen ] 0 Khong/ No
S6 luong/ Quality: 01 cai/ unit
Cac md-dun deén Tuy chon dé kiém tra d¢ 6n dinh quang hoc ICH, | & Co/ Yes
6 " .
The light modules dén LED tuy chon dé cdy phat trién. Q Khéng/ No
Léan ban hanh/ Version: 01 Trang/ Pages: 17127
= {,{_..--'
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For Health - For Life RD-URS-004.00

Théng s6/ M ta Tiéu chuin

Parameter/ Description Specification

Optional ICH photostability test, optiorfal LED
light for plant growth.
S6 lugng/ Quality: 01 bd/ set.

Chip thuin

Acceptance

Ghi cha

Remarks

' ' C6 man hinh hién thi trang théi séng.
Tam giac tin hi¢u .
Has a notification/status display.

Signal triangle ,
SO luong/ Quality: 01 bd/ set.

Cong suit/ Capacity > 3000 VA/2700 W

S6 lugng &c quy trong tich hop sén > 05 cai.
Bo luu dién Number of built-in batteries > 05 unit.

Thoi gian luu dién (70% tai) > 15 phut.
Backup time (70% load) > 15 minutes.

6. KIEM TRA VA FAT/ INSPECTION AND FAT

Q Cé/ Yes
U Khong/ No

Q Co/ Yes
Q Khéng/ No

Stt
No.

Théng s6/ Mé ta
Parameter/

oA A
Tiéu chuan

-~ Specification
Description

May s€ duoc kiém tra tai noi san xudt boi nha san
xuét dudi su gidm sat cia khach hang. Pham vi tdi
thiéu ctia FAT gdm:

« Kiém tra cac thanh phan co khi va dién

* Thit nghiém chiic ndng may

« Kiém tra canh bao, khoa lién dong
o « Kiém tra céc tai liéu ctia hé théng
hatl The equipment shall be checked at the
manufacturer site by the manufacturer under the
supervision of customer. Minimum scope of FAT:

o Check of the mechanical and electrical

COMPONEnLS.
* Test system functions

o Test alarms, interlocks

Chip thuin
Acceptance

Ghi cha
Remarks

U Co/ Yes
U Khong/ No

Lan ban hanh/ Version: 01

Trang/ Pages:
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TU VI KHI HAU
CLIMATE CHAMBER
RD-URS-004.00

Ti¢u chuan
Specification

Thiét ké/ cAu trac ciia i ligu Q phai tuan theo hé
thdng dé cwong va béo céo (nha cung cép soan thao
dé cuong, DCL kiém tra va phé duyét)

The design/ structure of the IQ-documents has to
follow the protocol and report systematic

(protocol generation to be done by Vendor, DCL

reviews and approves).

Chép thuin
Acceptance

Q Co/ Yes
U Khéng/ No

Viéc danh gid lap dit s& duge thue hién bdi nha cung
cAp va ghi nhan boi nhan vién cta khach hang & nha
may dudi sy gidm sat cia nhom CFT

The installation qualification will be executed
by the vendor and recorded by customer
personnel on the site of the customer under the

supervision of CFT team.

A Co/ Yes
L) Khong/ No

Pham vi t6i thiéu cta IQ
« Kiém tra viéc lép dét va dan nhén cta bd phén
« Kiém tra vat liéu ctia cac bd phan
« Kiém tra cac hé théng phu tro

Minimum scope of 1Q
» Check of installation and tagging of
cComponents.
s Check of material of components.

» Check of utility systems.

¢t | Théng s6/ M6 ta
: Parameter/
No.
Description
2 1Q
3 00

Lan ban hanh/ Version: 01

Q Co/ Yes
QO Khéng/ No

Thiét ké&/ cau truc cuta tai liéu OQ phai tudn theo hé
thong dé cuong va bdo cao (nha cung cip soan thao
dé cuong, DCL kiém tra va phé duyét)

The design/ structure of the OQ=-documents has to

Jollow the protocol and report systematic (protocol

U Cof Yes
U Khong/ No

Ghi chu
Remarks

Trang/ Pages:
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TU VI KHI HAU
CLIMATE CHAMBER
RD-URS-004.00

Théng s6/ M ta

Stt = , Tiéu chuin Chip thuin | Ghi chd
No. amn.ut'cr Specification Acceptance | Remarks
Description
generation (o be done bv Vendor, DCL reviews
and approves).
Viéc danh gid van hanh s& dugc thuc hién boi nha
cung cAp va ghi nhan bai nhan vién cua khach hang
0 nha mdy dudi sy gidm sat cia nhom CFT )
Q Co/ Yes
The operation qualification will be conducted b
2 qualif Y1a Khong/ No
vendor and recorded by the customer personnel on
the site of the customer and under the supervision
of CFT team.
Viéc danh gi4 hi¢u ndng s& dugce chuén bi va thuc
hién bai khach hang vdi sy tham gia clia nha cung
cép. Q Co/ Yes
4 [PQ , "
The performance qualification will be prepared | d Khong/ No
and conducted by the customer with the
attendance of the vendor.
7. LAP PAT, VAN HANH THU, VA HE THONG HO SO TAI LIEU/
INSTALLATION, COMMISSIONING AND DOCUMENTARY
| A ‘ A 2
Stt Th;’)“g 5o/ M‘; & Tiéu chuin Chép thuan | Ghi chd
No. aranfet.er Specification Acceptance | Remarks
Description
! Viéc lép ddt, danh gia va van hanh thtr s¢ dugce thuc
. - hién tai nha may cua khach hang bdi nha cung ::ef‘q':
Lap dit va wvin )
‘ i dudi sy ho trg va gidm sat tir phia khach hang. Q Co/ Yes
hanh thu )
] ) The installation, qualification and commissioning | 1 Khong/
Installation and
cx yomon shall be conducted on the customer side by the | No
commissioning
vendor under supporting and supervision of the
customer side.
I.an ban hanh/ Version: 01 Trang/ Pages: 20/27




a TU VI KHI HAU
DCL / CLIMATE CHAMBER

s RD-URS-004.00
| Théne sé/ M ta D _ = -
Stt T";“g o0/ M‘; ki Tiéu chulin Chép thusn | Ghi cha
No. aran.tet'cr Specification Acceptance | Remarks
Description
Nha cung cép phai cung cép céc hd so dé danh gia
thiét bj va chirng minh chét ligng cia thiét bi dép img
. YA cime i YEPYTE | 0 cof tes
H¢ thong tai li¢u | véi URS nay.
2 _ d U Khong/
Documentation The vendor must provide the documents to qualify the N
()
equipment and prove the quality of the equipment
is in compliance with this URS.

8. CAC HO SO, TAI LIEU TOI THIEU CAN PUQC CUNG CAP/ MINIMUM
DOCUMENT TO BE FURNISHED

Stt Giai doan Théng tin tai li¢u Chép thuin | Ghi chi
No. Stage Document details Acceptance | Remarks
Dic diém ky thuat thiét ké. a Co/ Yes
Sau khi ddt hang Design specification. Q Khdng/ No
1 After purchase - . -
", Dac diém k¥ thudt vé chirc nang. Q Co/ Yes
Functional specification. U Khong/ No
Ban vé& chung. U Co/ Yes
General arrangement diagram. O Khong/ No
Danh gia thiét ke So d néi dién. Q Co/ Yes
S s Electrical wiring di 0 Khong/ N
Gualifieation _,_cctrzca wiring diagram. | i ong/ No _
Ban vé& lp rap bang diéu khién. Q Co/ Yes
Control panel assembly drawing, U Khéng/ No
Trong qué trinh Dé cuong va béo cao 1Q. U Co/ Yes
vin hanh tha | 1Q protocol and report. O Khéng/ No
3 11f_:thu;:m vii ganh DE cuong va bao cio 0Q. Q Co/ Yes
3 gia X
Durirse 0Q proloco{ and report. - (W Khong/ No
commissioning Chirng nhan thir nghiém cua thiét bi. Q Co/ Yes
and qualification | 1, cerlificate of the equipment. U Khong/ No
Léan ban hanh/ Version: 01 Trang/ Pages: 21727
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MOC certificates.

Chtrng nhat xuat xu.

CE/EMC.

CE/EMC standards,

Documentation on

requirements, or

trinh QbD.

LAan ban hanh/ Version: 01

Théng tin tai liéu Chap thuin | Ghi chu
Document details Acceptance | Remarks
Gidy ching nhan MOC. - L Co/ Yes
U Khéng/ No
QA Cé/ Yes
Certificate of Origin (CO). U Khdng/ No
Ching nhén chét luong. N QA Co/ Yes
Certificate of Quality (CQ). O Khoéng/ No
Chimg nhan dép tmg tiéu chuén GLP, 1SO 17025, | |
U Co/ Yes
Certification of compliance with GLP, 1SO 17025, | 1 Khong/ No
Tai ligu v& hidu ning (PQ/PV): d4nh gid riti 1o oia |
quy trinh, khuyén céo quy trinh, tin sudt kiém soét
thiét bi dinh ky, dam bao tudn thi nghiém ngat cac
yéu clu ctia USP, EP, JP hodc hd so danh gia hi¢u
nang thiét bi tai cic phong thi nghiém dat chudn
GLP/ISO/IEC 17025 tuong tu.
. U Co/ Yes
Performance  Qualification 0 Khong/ No
(PQ/PV): assessment of process risks, process
recommendations, frequency of periodic equipment
control, ensuring strict compliance with USP, EP, JP
documentation of equipment
performance assessment at similar GLP/ISO/IEC
17025 certified laboratories.
Tai ligu 84nh gid.céc riil ro ola thidt bj (BMBA). | O €6/ Fos ]
Documentation on equipment risk assessment. U Khong/ No
Tai lidu thiét bi tudn tha DSC, nhim hd tro cac quy | O Co/ Yes
Q Khong/ No
Trang/ Pages. 22/27
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Thong tin tai licu

Document details

Equipment Documentation compliant with DSC

supporting QbD processes.

Tai ligu xac minh hiéu nang thiét bi phi hop v6i muc
dich st dung.
Application  Suitability  Assessment:  Document
verifying that the equipment’s performance is fit for

its intended use.

Bao c4o hiéu chuén theo ICH, USP.

Calibration Report according to ICH, USP.

So tay hudng dan st dung phan mém.

Instruction manual for software.

Chép thuin

Acceptance

Q Co/ Yes
O Khong/ No

W Co/ Yes
U Khong/ No
|QCo Yes
U Khéng/ No

S6 hudng dan van hanh va bao tri.

Operational and maintenance manual.

Huéng dan xu 1y sy ¢b.

Troubleshooting guidance.

Cac danh sach
dinh kém

The attached lists

L4n ban hanh/ Version: 01

Danh sach céc ho so lién quan dén thiét bi.
List of documentation which are associated with

the equipment.

Q Co/ Yes
Q Khong/ No
L Co/ Yes
O Khong/ No

Ghi chua

Remarks

U Co/ Yes
U Khong/ No

Danh sach cac by phan dién véi thong tin nhu loai,
cOng suat dinh mure, nha cung cép, v.v.
Electrical component list with information such as

lype, rated power, vendor, elc.

Q Co/ Yes
U Khong/ No

Danh sach cac phu tung (co khi, dién, dung cu,
loc) dugc khuyén cao boi nha cung cp.

Spare  parts list  (mechanical, electrical,

instrument, jilter) recommended by vendor.

Danh sach cac canh bdo

Alarm/ Warning list

Q Co/ Yes
4 Khong/ No

1 QCo Yes
U Khong/ No

Trang/ Pages:
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Sit Giai doan Thong tin tai licu Chép thuan | Ghi chi
No. Stage Document details Acceptance | Remarks
- Danh sach chit boi tron voi lich trinh st dung cac
chét boi tron dé cho biét loai va cip chét béi tron
can thiét cho thiét bi dugc cung cap Q Co/ Yes

equipment supplied.

Lubricant lists with lubricant schedule to indicate

type and grade of lubricants required for all

QO Khong/ No

thiét bi.

utilities

Danh séch tién ich cho biét cac thong sb k¥ thuét ciia

cdc tién ich can thiét cho viéc khéi dong va van hanh

Utility list to indicate technical parameters of all

required 10

O Co/ Yes
L Khong/ No
and

start operate the

equipment.

9. PHUONG AN LAM VIEC/ WORK EXECUTION METHODOLOGY

Nha cung cip phai theo phuong 4n lam viéc sau:

- URS dugc gt cho cac nha cung cAp dugc chon.
- Nha cung cp gui dé xuét k§ thuat véi chi tiét
dugc ghi nhén trong URS da dugc dién véi cac
tai lidu hd tro, cac ban v&, v.v. va céc thong tin bd
sung néu co.

- Thao ludn k¥ thuét, hoan thién va vi¢c phé duyét
URS tir nha cung cép ciing nhu khach hang.

- Nha cung clp guri DQ véi céc tai lidu, cic ban
v&, cac bang dit licu, v.v.

- Phé duyét DQ.

- Thir nghiém nghi¢m thu tai nha mdy cia nha
cung cap néu duge yéu céu.

- Lép dat thiét bi.

- Panh gi4 lap dat.

- Danh gia van hanh/ Van hanh thu nghié¢m.

LL.an ban hanh/ Version: 01

Vendor has to follow this execution methodology:

- URS is given to selected vendors.

- Vendor submits his technical offer with
details recorded in the filled URS with
all support documents, drawings, etc. &
additional details if any

- Technical discussion, finalization &
approval of URS from vendor as well as
client

- DQ is submitted by vendor with all
necessary dockets, drawings, data sheets etc.
- Approval of DQ

- Factory acceptance test if required

- Installation.

- Installation qualification.

Trang/ Pages: 247127
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- Operational qualification/ Commissioning.

10. LICH GIAO HANG/ DELIVERY SCHEDULE

Nha cung cap giri bi€u do cho cac hoat dong tai thoi Vendor submits bar chart for various

diém chao hang. activities at the time of offer.

11. DIA PIEM GIAO HANG/ DELIVERY SITE

CONG TY CO PHAN DUOC PHAM CUULONG | CUU LONG PHARMACEUTICAL JOINT
(Dia chi: S6 150, dudng 14/9, phuong Thanh D, | STOCK COMPANY. (Address: Number 150,
tinh Vinh Long, Viét Nam) Street  14/9, Thanh Duc Ward, Vinh Long

Province, Viet Nam).

12. PHUONG THU'C VAN CHUYEN/ MODE OF TRANSPORT
Dya trén thoa thuan clia nha cung cap v6i khach hang | Based on the agreement of the supplier with the

dugce ghi nhén trong don hang. customer in the purchase order.

13. TAI LIEU PINH KEM/ ATTACHMENTS

NA
14. TAI LIEU THAM KHAO/ REFERENCES

NA

Lan ban hanh/ Version: 01 Trang/ Pages: 25/27
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15. TU VIET TAT/ ABBREVIATIONS

Dang rat gon ] Dang hoan chinh
Short form Full form
| CI;F : Bo phan c}_n; nang li€n quan/ Cross-Functional Team N
FAT Kiém tra nghiém thu tai nha may/ Factory acceptance test
URS Yéu chu k§ thuat coa ngudi st dung/ User requirement specification :
(68 Thue hanh tdt phong thi nghiém/ Good Laboratory Practice
[SO T6 chire Tiéu chudn hoa Qubc &/ International ():ganz’zalionﬁ)r Standardization
_CE_ Su pht hop ctia Chau Au/ Conformité Européenne o
i DQ Danh gia thiét ké/ Design QL;Iliﬁcalion D
B Ié Danh gid lap dat/ Installation Qualification
0Q Danh gid van hanh/ Operational Quali/icalion_
PQ - DPanh gia hiéu nang/ Performance Quc-l_li_fication -
PV _Xéc min;l hi_étl_néng/ Performance Verification
USPpP Du‘@;c dgn Hoa Ky/ United States Pharmacopeia
EP Duogc dién Chau Au/ European Pharmacopoeia a
JP Duoc dién Nhat Ban/ Japanese Pharmacopoeia :
ICH Hoi déng Quéc té vé& Hai hoa/ International Council for Harmonisation -
FM]I l_)hén tich cac ché do sai hong va anh huong/ Failure Modes and Effects Analysis _
DSC Phuong phédp do nhiét lugng quét vi sai/ Differential Scanning Calorimetry
QbD Chat luong bc“yi_ ;l;lCTt ké&/ Quality by Design |
SLLA Thoa thudn mac dd dich vu/ Service Level Agreement o
- : CONG TY CO PI——IAN DUQC PHAM CUU LONG/ CUU LONG PHARMACEUTICAL
M, JOINT STOCK COMPANY
Lan ban hanh/ Version: 01 Trang/ Pages: 26/27



a TU VI KHI HAU
DCL . },' CLIMATE CHAMBER
For Health - For Life I{I)-URS'OOL]-OO

16. LICH SU THAY POI/ REVISION HISTORY

S6 thir tu An ban s6 N¢i dung thay di Ngay hi¢u luc
No. Version No. Content of change Ejffective Date
Ban hanh 1an déu tién
01 00 .
l The first issue
- END OF DOCUMENT -
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