CONG TY CO PHAN N 3 ) 3
, Vinh Long, 23 thang 01 2026
DUQC PHAM CU'U LONG R e et LS
Vinh Long, January 23, 2026

S6 (No): 02/TM.DCL

THU MOI CHAO GIA

INVITATION OFFER
Kinh gii: - Cac nha cung cip
Dear: - Supphers
Céng ty C phan Duogc pham Ctlru Long kinh moi cac nha cung cAp c6 du 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 chuén k¥ thuit va cic yéu ciu khac (Equipment information ,
technical specif ications and other requirements):

trén/ Suppliers can bid on any one of the devzces or all of the above [ w.
2. Thong tin lién hé (Contact information):

Moi théng tin cn 1am 13 trong qud trinh thuc hién, lién hé/ Al information that needs\
clarification during implementation, contact:

- Ong Nguyén Coéng Khanh/ Mr. Nguyén Céng Khanh

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

3. Quy dinh hd so chao gia (Regulations on the quotation dossier):

Hb so chao gia bao gdm nhung khong gi6i han céc thong tin sau/ The quotation dossier
shall include, but is not limited to, the following information:

e Thu chao gia/ Quotation letter

e Bang danh gia tinh dap tng/khong dap ung chao gia thiét bi theo biéu mau ctia Phu
luc dinh kém/ Equipment Quotation Compliance/Non-compliance Evaluation Table
as per the attached Appendix template.

e Cung cép céc tai liéu va ho so ky thuat theo thiét bi gdm: Catalogue, huéng dan st
dung, huéng din lip dit/ Provide technical documents and dossiers for the
equipment, including: catalogues, user manuals, and installation manuals

e Gidy phép kinh doanh phu hop véi pham vi cong viée yéu cAu/ Business license
appropriate to the required scope of work
e TUSB chtta toan bd file scan cta hd so chio gia va file Excel bang don gia chi tiét
chao gid/ USB containing all scanned files of the quotation dossier and the Excel file
of the detailed unit price quotation
4. Thoi gian yéu ciu (Time required):

- Hd so du chao gia ciia Nha cung cép phai déng d4u, cho vao phong bi dén kin, niém
phong va gi¥i truée 16 gio' 00 phiit, ngay 05 thing 02 ndm 2026./ Bidding documents of the
Supplier must be sealed, put in a sealed envelope, sealed and sent before 16:00, February 05



, 2026.
Bén ngoai tai hd so ghi 18/ Outside the dossier bag, clearly state:
H3é so chao gid canh tranh, goi thiu “Cung cdp va lip diit thiét bj RD”/ Competitive
quotation, bidding package " Supply and installation of RD equipment "
e Nguwoi nhan: Phong Ké& hoach Du 4n, Cong ty c¢b phan Dugc Phdm Ciru Long./
Recipients: Project Planning Department, Cuu Long Pharmaceutical Joint Stock
Company
e Dia chi: S6 150, duong 14/9, phudong Thanh Dtec, tinh Vinh Long, Viét Nam./
Address: No 150, Street 14/9, Thanh Duc ward, Vinh Long Province, Viet Nam.

Note: Nha cung cip nwéc ngodi 6 thé giri chao gia qua email: luong.In@dcl.vn;
duc.nt@dcl.vn; thang.nn@dcl.vn; khanh.nc@dcl.vn (tfrudc 16 gio 00 phiit, ngay 05 thdng 02
ndam 2026)

Note: Foreign suppliers can send bids via email: luong.In@dcl.vn; duc.nt@dcl.vn;
thang.nn@dcl.vn; khanh.nc@dcl.vn (before 16:00, February 05, 2026)

Cong ty c¢b phan Duoc Phidm Ctru Long trdn trong cam on va mong mudn duoc hop téc'_fﬁg\\.
v6i Quy Cong ty/ Cuu Long Pharmaceutical Joint Stock Company would like to thank and lookf-N k> \
forward to working with your company! Ml

Tran trong, PHU TRACH\PH(‘)NG KHDA

Sincerely,

LUONG NGQC LUQNG



CONG TY CO PHAN
DUGC PHAM CUU LONG
CUU LONG
PHARMACEUTICAL JSC.

DCL)

Far Healih « Tor Lifn

YEU CAU KY THUAT CUA NGUGT SU DUNG
USER REQUIREMENT SPECIFICATION

RD-URS-002.00

MAY SAY TANG SOI - 40 KG
FLUID BED DRYER — 40 KG

Ngay hi¢u lye/
Effective date:

B phén: Nghién ctru & Phat trién
Department: Research & Development

Mi s6/ Document No.:

PHU LUC 1 - BANG YEU CAU KY THUAT CUA NGUOI SU DUNG
APPENDIX I - USER REQUIREMENT SPECIFICATION

Lan ban hanh/ Version: 01

Trang/ Page: 1722

I~



DCL \ MAY SAY TANG SOI
24 FLUID BED DRYER — 40 KG

Far Health - For Life

RD-URS-002.00

0.

T

COMMISSIONING AND DENCLUIMENTARE , s soversmumis oot o s oms s e v 56 1o SIS NG

8.

9.

10.
I,
12,
13
14,
15.

16.

MUC LUC/ TABLE OF CONTENT

PHAM VI AP DUNG/ SCOPE ...ounverevirsvivnsrins

TONG QTR OVERVTER v

YEU CAU CUA NGUOI SU DUNG/ USER REQUIREMENTS ........oovvvreviosissrivessonsssssisssions
THONG TIN HE THONG PHU TRCQ/ UTILITY AVAILABLE .......cocoovvvovsreeevnsisssssmsssssinssns

KIEM TRA VA FAT/! INSPECTION AND FAT oo iovivssiisssesssssesssssses

LAP DAT, VAN HANH THU, VA HE THONG HO SO TAI LIEU/ INSTALLATION,

PR &

oo b

CAC HO SO, TAI LIEU TOI THIEU CAN DUGC CUNG CAP/ MINIMUM DOCUMENT TO BE
FURNISHED oo s e esss s eesssssssssssssessssssesssssssnes

PHUONG AN LAM VIEC/ WORK EXECUTION METHODOLOGY ..........covovoveeeveeveseeevonesseessnees
LICH GIAG HANG! DEEIRERY SCHEBULE ot s i
DA DIEM GIAO HANG! DELIVERY SITE cvivsiisaiimisinsiissimsiaiisiis i bisssbasises

PHUONG THUC VAN CHUYEN/ MODE OF TRANSPORT ........cvvvvveissiissnsrissssssisssssssissssssios
TAULIEU DINH KEMY ATTACHMENTS coisissiisviiissivvinitssvsisasissinssiisns ssssisss iiostisvsias ssssiuadndsssiass vt

TAI LIEU THAM KHAQ/! REFERENCES oovoovessessessemmssossssssssssssssins
TU VIET TAT/ ABBREVIATIONS oovoovsevevoessssesssesesnnns

LICH SU THAY DOV REVISION HISTORY v..ooovvvevovvreensiessieesinns

Lén ban hanh/ Fersion; 01

Trang/ Page:

-l

o 17

son A

19

Y

s 20
.20

.. 20

sk

v

et

favie O |



Dc L j MAY SAY TANG SOI
) FLUID BED DRYER — 40 KG

Fer Health - Far Life

RD-URS-002.00

1. MUC PiCH/ OBJECTIVE
Tai liéu ndy duge sir dung dé xac dinh cée yéu
cdu ctia ngudn st dung vé thiét k&, k¥ thuat, van
hanh, diéu khién, danh gid v bao tri... ciia may
séy tAng sdi, nham dam bao thiét bi ddp tmg muyc
dich sir dung tai co s& sdn xuit ciia Cong ty Cd
phin Duge phim Ciru Long.

2. PHAM VI AP DUNG/ SCOPE
URS nay 4p dung cho MAY SAY TANG SOI
— 40 KG duge lép dit tai co sé san xudt cta
Céng ty C6 phin Duge phdm Ciru Long,
Phutmg Thanh Pic, tinh Vinh Long, Viét

MNam.

3. TONG QUAN/ OVERVIEW
Miy sy ting sbi duge sir dung dé sdy céc
khéi hat uét/com uét trong qué trinh san xudt
vién nén va vién nang. Thiét bj ndy cung cdp
cdc chire ndng chinh nhu sau:

- Trén: Céc hat trong ting s6i duge déo tron
lién tuc, gitip qué trinh sdy khé dién ra nhanh
chong va hiéu qua.

- Séiy: Thng s6i duoe hinh thinh khi dong khi
nong thoi tir dudi 1&n, 1am cho cic titu
phan/com réin chuyén dfng lién tuc trong ting
s61. Qua trinh nay gitip ting hidu qua trao dbi
nhiét va khdi, dam bao nguyén licu duoc sdy
kho ddng déu, Nhiét do trong ting sbi duoc
kiém sodt én dinh dé dam bao hiéu qua sdy.
Tao hat ting sbi: 1a k§ thudt sir dung ludng
khi nong tir dudi 1én dé lam céc hat bot lo limg

(trang théi tang sbi), sau d6 phun dung dich

Lan ban hanh/ Fersion: 01

This document is used to define the user requirements
Jor the design, technical specifications, operation,
control, evaluation, and maintenance of the Fluid bed
dryer, in order to ensure that the equipment is fit for
its intended use at the manufacturing facility of Cuu

Long Pharmaceutical Joint Stock Company.

This URS is applicable to the FLUID BED DRYER
40 KG installed at the manufacturing facility of Cuu
Long Pharmaceutical Joint Stock Company, Thanh

Duc Ward, Vinh Long Province, Vietnam.

The fluid bed dryer shall be used for drying of wet
mass/granules for the production of tablets/capsules.

The equipment provides:

- Mixing: The inherent turbulence in the fluidized bed

provides fasi, efficient mixing and drying.

- Drying: A fluidized bed is formed when an upward
Jow of process air lifis small solid particles/granules.
As a result, the particles/granules move rapidly
within the fluidized bed and ensure very efficient heat
and material exchange with the fluidizing air. The
temperature in the fluid bed should be maintained
constant to ensure genlle drying.

Fluidized bed granulation: is a technique that uses

anupward flow of hot air to suspend powder particles

in a fluidized state, followed by spraying a binder

Trang/ Page: 3/22
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MAY SAY TANG SOI
FLUID BED DRYER — 40 KG
RD-URS-002.00

két dinh dé chung dinh lai véi nhau, tao thanh
hat ¢dm dong nhdt va siy khd nhanh chéng,
ap dyng rong rfii trong duoe phim, thye phim
v héa chit, mang lai hiéu qua cao hon sy

tinh truyén thong.

solution to cause the particles to adhere to one
another, forming uniform granules and enabling
rapid drying. This method is widely applied in the
pharmaceutical, food, and chemical indusiries,

offering higher efficiency compared to traditional

static drying methods.
Théng so/ Mb ti
TT w5 . Tiéu chuéin Chip thudn | Ghi chi
Parameter/ )
No. . Specification Acceptance | Remarks
Description
Tén thiét bj va tié ) .
| len} ;EEEV; 1e:1 Mdy siy ting sbi QO Co/ Yes
chuén pimen - 5
F d bed 0 Khéng/
name and standard Sulidzed oad grier e
5 | Muc dich sir dyng Str dung dé lam khé/trén nguyén lidu/tao hat. 0 Co/ Yes
Intended Use Use for drying/mixing the wet materials/granules, QO Khéng/ No
S4 thiét bj yéu ca
3 | No o}c :ifye::e:u 01 -Gl Tt
. of equipr
S 0O Khang/ No
required
Nha cung cdp ¢6 trédch nhiém van chuyén thiét bi dén
nha mdy cia khéch hang. Phai liét ké tit ca nhitng bo
4 | Van chuyén phan bit budc, cac by phan con thiéu. Q Co/ Yes
Delivery The vendor is responsible for transporting the | O Khong/ No
machine to the customer site. All required
components, missing parts must be listed.
. ; h Kl - r ~ . 3 & H M
Thit ké midy T; ict ké mdy cu thé phai duge giri dén khich hing
5 | Desien of e dé xem xét va lya chon. U Cao/ Yes
macfiﬂe The specified designs of the machine must be sent to | Q Khéng/ No
the cusiomer for reviewing and choosing.
Puoc Iﬁp dit & khu vuc pha ché/ Can be installed in
the granulation area, 0 Co/ Yes
Xie dinh pham vi str | Phithgp voi diéukién ctia phong/ Be suitable with the | 0 Khéng/ No
6 |dung room condition: <30 °C, <80% RH
Field identification o i
ent Cong sudt tbi da: khoang 40 kg/mé Q Co/ Yes
Maximum capacity: approximately 40 kg per batch | O Khong/ No
_? Ngbn ngir Tiéng Anh Q Co/ Yes
Language English O Khong/ No
P Pao tao lap dat va | Nha cung cap phai hé tro viée dao tao ldp dat va vin | O Co/ Yes
vin hanh hanh thiét bi. 0 Khéng/ No
Lan ban hanh/ Version: 01 Trang/ Page:
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MAY SAY TANG 801
FLUID BED DRYER - 40 KG
RD-URS-002.00

pr | Thongsd/Md ti Tiéu chufin Chép thuin | Ghi chi
No. Pﬂmﬂ_mf# Specification Acceptance | Remarks
Description
Installation and | Vendor should provide  supporting  for  the )
operational (raining | installation and operational training.
Thoi gian bao hanh khong duge it hon 12 thang sau
o | Biohanh khi hoan thanh nghiém thu thiét bj. Q Co/ Yes
Warranty Warranty period should not be less than 12 months | O Khéng/ No
afier completion of equipment commissioning.
4. YEU CAU CUA NGUOI SU DUNG/ USER REQUIREMENTS
- F1 A o
gie: | Hons s Mots Tiéu chudn Chép thuin | Ghi chs |
Parameter/ :
Na. Déscription Specification Acceptance | Remarks
My phai cé bang nhin dang vdi tén nha san xudt,
ndm sdn xuat, mau ma, sb seri va muc tiéu thy dién
niing. U Co/ Yes
The machine should have the identification plate | Q Khong/ No
with the manufacturer name, manufacturing year,
model, serial number and power consumption,
Cac bo phiin chinh va céc thiét b do lrong/ cam bién
Nhdn nhindang | (néu c6) phai duge xdc dinh va dénh ma sé. 0 Co/ Yes
I Label The main components and the measuring devices | 0 Khong/ No
identification (sensors) must be identified and numbered.
“Tht ca cac dudmg dn vio va duong ra (vi dy duimg
déy dién, dng khi nén) phai duge x4c dinh. Q Cé/ Yes
All inflows and outflows (for example: electrical | Q Khéng/ No
wires, compressed air pipe) have to be identified.
T . . 4 1 Y - . - R
:?al xdc dinh va liét ké tat ca cde bd phén ctia thiét O CH/ Yes
All components have to be identified and listed, < K o
Tat ca cdc thiét bi do luomg lién quan dén quy trinh van hanh may phai duge hiéu
chuén bai nha cung cip trude va gidy hiéu chudn phai dwoc cung cép cho khéach
hing, gém:
7 Hiéu chuéin All process relevant measuring devices have to be calibrated by the vendor in
Calibration advance and calibration certificate must be available for customer, including:
Céc ddng hd do 4p sudt 0 Co/ Yes
Pressure gauges 0 Khong/ No

Lan ban hanh/ Fersion: 01
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For Health - For Life

MAY SAY TANG SOI
FLUID BED DRYER — 40 KG
RD-URS-002.00

Théng so/ Mb ti

Stt Tiéu chuén Chap thufn | Ghi chi
No. Parameter/ Specification Acceptance | Remarks
Description
Cam bién theo doi nhiét d¢ Q Co/ Yes
Temperature monitoring sensors O Khong/ No
Hé théng bom nhu dong di kém Q Co/ Yes
Integrated peristaltic pump system O Khéng/ No
Trong trudmg hgp mdy gip sy cd hodc mat két nbi
voi cée hé thong tién ich, may phai c6 céc thiét bj
bao vé cn thiét dé dam bao riing ngudi vin hanh,
- - » A x 1 % Iy
thiét bj va san plham .van & trong tinh Frang an toan. 0 Cé/ Yes
In the event of equipment malfunction or loss of 4
B i ' O Khéng/ No
utilities, the unit must contain all necessary
protection devices to ensure that the operator,
equipment and the product remain in a safe
condition.
Bon siy ciia may phai c6 co ché khoa dé dung trong
khi van hanh, céc nit khan cép phai duge 13p dat trén
may dé ngudi vin h‘émh dé dang tl-ﬂp can. 0 Co/ Yes
The bowl of the machine shall be having lock .
. , , O Khéng/ No
mechanism to use in operating process, emergency
switches shall be installed on machine in easy reach
3 Tinh néng an toan | of the operator.
| Safety feature May phai ¢6 cdc canh bdo va khoa lién déng. Danh
sdch nay ciing phai duge cung cap cing véi céc tai
li¢u dénh gia. O Co/ Yes
Machine must have the alarms and interlocks. The | Q Khong/ No
list must be provided along with the qualification
documents,
Tu dong ngung siy khi dén thoi gian cai diit cin g voi
tiéng canh béo. Q Cé/ Yes
Automatically stop drying when the setting time is | Q Khong/ No
achieved with the alarms,
?ig[ifgu ctia thiét bi phai duoe gitt nguyén sau khi mét acs ’i Yes
Machine data must be retained after power failure. O Klitngfvie
Phai ¢6 h¢ thong bao vé méy khi doan mach, Q Co/ Yes
Protection against short circuit is required, O Khéng/ No
Lan ban hanl/ Version: 01 Trang/ Page: 61"22'
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MAY SAY TANG SOI
FLUID BED DRYER — 40 KG
RD-URS-002.00

_ " A
St Th;:fa’::‘;ﬁi @ Tiéu chuiin Chép thugn | Ghi chi
Nao. Deeserloaton Specification Acceptance | Remarks
May ty dong ngirng khi qua tai Q Co/ Yes
The machine automaticallv stops when overload | O Khong/ No
Dé dang vé sinh céc bé mat 0 Cé/ Yes
Easy to clean all surfaces O Khong/ No
Viée vé sinh cho céc bé mat khdng tiép xtc tryc tiép
san phim s& duge thye hién thi cong. QO Co/ Yes
Cleaning of non-contact parts shall be done | O Khdng/ No
manually.
i Tink fiing vé sich E]?;: :ﬂ@nphﬁﬁn klhm If':n?tifhkhﬁng phai ;:im ]ioai phai cé
Cleaning feature g v€¢ sinh v&i nhimg hoat chat phit hop (IPA, 0 Co/ Yes
Ethanol, SLS, v.v.) Q Khong/ No
Metal/ Non-metal parts shall be cleanable with
suitable agents (IPA, Ethanol, SLS, elc.)
Cée bd phén thay thé phai dé dang thdo dé vé sinh
(tai loc, biu chira ctia méy, v.v.). Q Co/ Yes
The changed parts should be easy to dismantle for | 0 Khong/ No
cleaning (filter bags, machine bowl, etc.).
Két cdu ctia cic bd phén ciia may phai cho phép thdo
s | Baoti lap va thay déi d& dang dé tiép can viée bao tri. Q Co/ Yes
Maintenance Construction of all machine parts shall enable easy | 0 Khing/ No
removal and exchange for maintenance aceess.
Nha cung cip s& cho biét kich thudce ciia mdy, bao
& f » a - A
guin kich thﬂuﬁc f:ua nhitng by phén thay thé va 0 C&/ Yes
nhimg phy kién ctia mdy. Q Khong/ No
Machine size to be given by the vendor, including
size of the spare and optional accessories machine,
Thiét bj phai van hinh duoc 3 ca (24 gio mdi ngay). |
& , : ; Q Co/ Yes
Céc théng sb hoat T'he machine can be operated for 3 shifis (24 Q Khéng/ No
dong hr:sv’day).
8 | s Toc d) cia bom nhu djng: 1én dén 100 RPM. Q Co/ Yes
paramelers Speed of the peristaltic pump: up to 100 RPM. U Khong/ No
Nhiét d§ khi vdo ¢6 thé cai dit tir 25 dén 90 °C. Q Co/ Yes
Inlet air temperature can be set from 25 to 90 °C, [ Khong/ No
Dung sai ctia nhiét d§ say: + 0.1 °C. Q Co/ Yes
Tolerance of drying temperature; + 0.1 °C, QO Khéng/ No
Tbe db quat hit: 1én téi 3000 RPM. Q Co/ Yes

Exhausi fan speed: up to 3000 RPM

O Khong/ No

Lan ban hanh/ Version; 01

Trang/ Page:
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MAY SAY TANG SO1
FLUID BED DRYER — 40 KG
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- .4
gte | homgso/ Mo ta Tiéu chudn Chép thudn | Ghi chi
No. ann.wr.m‘ Specification Acceptance | Remarks
Description
Sai s0 ciia toe do quat hat: + 10%. O Co/ Yes
Exhaust fan speed tolerance: + 10%. O Khéong/ No
Do on cua may phai < 80 dB & khoang céch 1 mét. | O Co/ Yes
Noise level of the unit < 80 dB at | meter distance. | 0 Khdng/ No
Co kha nang vén hanh & ché d§: sdy va tao hat tang
s0i O Co/ Yes
Capable of operating in the following modes: fluid | O Khéng/ No
bed drying and fluid bed granulation.
Loc HEPA phai co. O Co/ Yes
HEPA filters are available. O Khéng/ No
AHU phai ¢6 véi ba cong doan: tién loc, loc thir cap
va lge HEPA, O Cof Yes
AHU unit must be available with three stages: pre- | 1 Khéng/ No
Silter, secondary filter and HEPA filter.
Khéng khi vao may FBD phai dat cdp sach D. 0 Co/ Yes
Inlet air for FBD machine must reach grade D, 0 Khéng/ No
AHU ¢6 cudn hit am cé thé diéu chinh dugc, 0 Co/ Yes
AHU has the adjustable dehumidifier coil. 0 Khéng/ No
. C6 cic cong dé thye hién thir nghiém tinh toan ven
7 E:::!Li“f loc HEPA. Q Co Yes
' There are ports to perform the HEPA integrity | Q Khong/ No
fest,
C6 thiét bi dé gitt tui loc tay 4o bang khi nén. :
- i . : Q Co/f Yes
There is the pneumatic device to shake the filter
) U Khéng/ Vo
bag.
Théi/ Xa dém cia bg loc. Q Cé/ Yes
Inflate/ Deflate the filter sealing. 0 Khong/ No
Thoi/ Xa dém caa bon chira. O Cé/ Yes
inflate/ Deflate the sealing container. Q Khong/ No
Ludi duge trang bi & day bon sdy co kich thude
khéng dudi 100 mesh, QO Co/ Yes
Sieve at the botiom of the FBD bow! must be less than | O Khong/ No
100 mesh.
Bon sdy phai dwoc trang bj cE‘mg lﬁy mau. U Co/ Yes
Sampling port must be equipped on the FBD bowl, | O Khéng/ No
L&n ban hanh/ Version: 01 Trang/ Page: 8/22
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MAY SAY TANG SOI
FLUID BED DRYER — 40 KG
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oY e

R ——
gy | ThenesiMOR Tiéu chuén Chép thugn | Ghichi
No. Parameter/ Specification Acceptance | Remarks
Description
Bon sdy phai duge trang bj cong do nhiét do.
Tc*.mpe:afure mj:wurinf; plur! riu:rr be iqu;'ppgd on W o/ Fes
the FBD bowl, G Ko e
Bon sy duge ning 1én va ha xudng thong qua hé
théng khi nén. 0 Co/ Yes
The bowl shall be lifted up and taken down through | 0 Khong/ No
preumatic system.
Cé xe ddy riéng cho bon sdy ctia may. 0 Cé/ Yes
There is the separate trolley for the machine. 0 Khong/ No
Cai dat, hién thj nhidt d6 khi ra/ khi vao. 0 Co/ Yes
Sel, display inlet/exhaust air temperature. O Khong/ No
C6 cira kinh duoe 1ap dat & vi trf phit hop dé theo dai
vl quan sét qué trinh sy tAng sbi. )
; , c Q Co/ Yes
There is the side glass port installed at the suitable Q Khong/ No
location to monitor and have a view of fluidization
process.
Hé thong stng phun c6 thé gin &3 vi tri trén, gifra va
dudi, d& thio i @& vé sinh
, . Q Co/ Yes
The spray gun system can be installed at three 0 Khong/ No
positions (top, middle, and bottom) and is easy to
disassemble for cleaning.
Dicu chinh duge: ey lugng phun, 4p sudt khi phun
kich thude hat phun. Q Co/ Yes
Adjustable: spray flow rate, atomizing air pressure, | 0 Khong/ No
droplet size.
Bom nhu_rd@ng chinh xéc
High-precision peristaltic pump 0 Co/ Yes
Tdc dd bom c6 thé cai dat va hién thi 0 Khéng/ No
Pump speed adjustable and displayed
May c6 hé thong xir 1y khong khi. 0 Cé/ Yes
The machine has the scrubber. U Khéng/ No
Gid tri chénh 4p trén bd loc HEPA duge hién thi trén
man hinh diéu khién. Q Co/ Yes
Differential pressure value across HEPA filter is | O Khong/ No
displayed on control screen.
Lén ban hanh/ Version: 01 Trang/ Page: 0/22
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MAY SAY TANG SOI
FLUID BED DRYER — 40 KG
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Stt Thong sb/ Mé t3 Tiéu chuin Chéip thufin | Ghichi
No. =drdapcer’ Specification Accepram;e Remarks
Description
Co uém. bién do chénh ap trén bd loc HEI’IA. | Q Co/ Yes
There is the sensor to measure the differential
U Khong/ No
pressure value across HEPA filter,
Co dﬁn.g h('i. dlo ché.nh ap trén ti tay do. Q Co/ Yes
There is differential gauge to measure the value .
U Khéng/ No
across finger filter bag.
Gia trj chénh ap trén tii tay 4o duoce hién thi trén
mén hinh diéu khién. U Co/ Yes
Differential pressure value across finger filter bag | 1 Khong/ No
is displayed on control screen.
Thé tich ctia bon chira phii hop véi cong suét lam
viéc clia may. Q Co/ Yes
Volume of product container is suitable with | Khong/ Ne
working capacity of the machine.
C6 hé thong boi tron ty dong. Q Co/ Yes
Atto lubrication system. [ Khéong/ No
May c6 thé hru duge thong so ky thut cta it nhat
200 sén pham. O Cof Yes
The machine can save the process parameters of at | 1 Khong/ No
least 200 products. .
Dir liéu c6 thé duge luu trit va sao chép thong qua y
céc thiét bi nhur USB. 0 Co Yes \
Data can be stored and copied through the device | 1 Khong/ No /
such as USB. 9
Hé thong diéu khién va PLC véi ce chire nang kiém §
, Aoy oen sy I e oA H
z:;: (i:{;‘c thé hi¢n va c6 thé thay doi trén man hinh acs ’: Yes
Control system and PLC with control functions are A Ehong e
displayed and can be changed on touch screen,
Céc canh bao duge hién thi trén méan hinh kém véi
Am thanh canh béo. Thiét b khéng thé hoat dong
khi chua xir Iy ¢de canh béo. Q Co/ Yes
The alarms are displayed on the screen along with | Q Khong/ No
the warning sound. The machine cannot operate
when the alarms are not solved,
Céc canh bao quan trong sé& dirng may. Q Co/ Yes
The machine shall be stopped in case of critical | O Khéng/ No
Lan ban hanh/ Fersion. 01 Trang/ Page: 10122
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Stt Th;:fﬂﬁgﬂ ta Tiéu chudn Chép thujn | Ghi chi
No. Description Specification Acceptance | Remarks
alarm.
Céc vit liéu tiép xic tryce tiép bang kim loai phai
:E;c]glém tr SS316/SS3161L. hodc vat liéu tuong . Cc’:{ Yes
Metal contact part must be made from SS316/ Kiitg
SS3I6L or equivalent materials.
P$ nhén cia cdc bd phin trye tiép bing kim loai 6
Ra<0.8 Q Cd/ Yes
Surface finish of metal contact part must meet Ra | Q Khong/ No
<08
Cac bd phén tiép xte trye tiép khong phai kim loai
(nhw dém) phai dat tiéu chudn thyc phdm O Co/ Yes
Vit lidu ché tgo Non-metal contact part (such as gasket) must meet | 0 Khong/ No
g Materials of Jood grade specification.
consiruction Ti tay do c6 kich thude phii hgp va lam tir cotton,
chéng tinh dién, O Co/ Yes
Finger bag must have the suitable size and be made | O Khong/ No
[from anti-static poly cotton
Céc bo phan tiép xic trye tiép kim loai phai duoc thy
déng hod va cé gidy chimg nhin Q Co/ Yes
Metal contact part must be passivated and have | 1 Khéng/ No :
certificate. i
‘Cée b phin khong tiép xtc trye tiép phai duoe 1am P 4
tir SS304 hodce cée vt ligu phi hop Q Co/ Yes
Non-contact parts must be made from $5304 or | Q Khong/ No
suitable material,
Nha cung cap phai chi 16 va cung cdp tai liéu chuong
trinh dao tao cho nhén vién vin hanh va nhéin vién
k¥ thudt U Co/ Yes
The vendor has to specify and provide the | Khong/ No
9 Dao tao document of the training program for the
Training operaling and technical personnel.
Céc budi dao tao riéng biét s€& duge t6 chire cho nhén
vién vén hanh va nhén vién k§ thudt Q Co/ Yes
Separate training sessions have to be organized | 1 Khong/ No
Jor: Operators and technical personnel.
Lan ban hanh/ Version: 01 Trang/ Page: 122
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Thong so/ M ta

Chép thufin

Stt P cismiinn Tiéu chuiin Ghi chi
No. Description Specification Acceptance | Remarks
May duogce diéu khién bing hé théng PLC/SCADA | Q Cof Yes
The machine is controlled by PLC/SCADA system | [ Khéng/ No
Tit ca cac thdng s6 cai diit va thong s trong qua trinh
van hanh duge hién thi theo thoi gian thye trén mén
hinh cam tmg. QO Co/ Yes
All setting parameters and parameters during | L Khong/ No
operation process are displayed in real-time on the
touch screen.
Céc thong tin hoat déng cta may duge ghi nhén lai
théng qua hé théng PLC nhu nhiét do, luu lugng gio,
V.V,
Operation information of the machine is recorded
through PLC system such as ftemperature, air
velocity, elc.
Phét hi¢n va theo ddi cde canh bdo trén man hinh cam
_ tmg. Céc canh béo s& hién thj bing mau sic khéc biét, | O Co/ Yes
Hé théng diéu Deiect and monitor the alarms on the touch screen. | 0 Khéng/ No
khién tyr dong The alarm shall be displayed by different color.
10 | phan mém May c6 thé két ndi véi may in va in cde bao cdo theo
Automatic conirol | yay chu ciia ngudi dimg. 0 C4/ Yes
system - software The machine can connect to the printer and print | 0 Khing/ No
the report as per user requirement.
Phan mém diéu khién ty djng diing dé vin hanh quy
trinh, thu thép dir li¢u, xir 1y dit li¢u va luu trir dit lidu
phai dp (mg yéu ciu cia 21 CFR Part 11 va Phy lye
11 (Annex 11), Eudralex, Volume 4. Q Co/ Yes
Automatic control  sofiware used for process | Q Khong/ No
execution, data acquisition, data processing and
data archiving has to be compliant to 21 CFR Part
11 and Annex 11, Eudralex, Volume 4.
Dir ligu méi hode dit liéu duge thay doi khong dugc
de 1én cac dir liéu da co. Q Co/ Yex
New or changed data cannot allow to overwrite | Q Khong/ No
existing data.
n i1 P A - o A
HL tho.nug chi c:::- the du:_:rc I‘m}f ca!:il vcirl sur két hop 0 C6/ Yes
diing gifta ID va mét khdu cia ngudi dung, Q Khéng/ No
The system can be only accessed with the correct
Lan ban hanh/ Version: 01 Trang/ Page: IZ;"ZZ'_
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s F4 T
st | | h;:f;z‘;;? " Tiéu chufin Chéip thudn | Ghi chil
No. Deserlption Specification Acceptance | Remarks
combination between user 1D and password,
Chi ¢6 tai khoan quan trj vién méi duge quyen tao
tai khoan moi va mé khoa céac tai khoan bi khoa. )
. : Q Co/ Yes
The new account is only created by admin account Q Khong/ No
and the locked account is only activated by admin
aceount
C6 it nhét 03 cip do tai khoan khéc nhau véi céc
quyén truy cdp riéng biét cho timg cdp nguoi dimg. | Q Co/ Yes
There are at least 03 account levels with separate | 1 Khong/ No
access privileges for each user level.
Céc thong s6 sau dy cd thé duge cau hinh/diéu chinh
béi tai khoan quan trj vién theo yéu cu cia khéach
hang:
e Chiéu dai m4t khu
¢ Thoi han hiéu lye ciia mat khau
e S6 lin ding nhdp sai trude khi tai khoan bi
bét hoat
e Thoi gian ty djng ding xudt ctia phin mém | O Co/ Yes
The  following  parameters can be | Q Khong/ No
configurable/adjustable by administrator account as
per user requirements of the customer:
o Length of password
o Validity period of password
o Number of failed logins until the account is
disabled
o Auto-logoff time of the software
Vige xa tai khoan hogc bat hoat tai khoan khong anh
hudmg dén dit liéu lich st. Q Co/ Yes
The deletion of account / the inactivation of the | O Khong/ No
account shall not impact on the historical data.
Tai khoan bj xda khéng thé dwoc sir dung lai, Q Co/ Yes
The deleted account cannot be reused. U Khong/ No
Hé thong kiém soét phai c6 audit trail dwoce tao bftng
TR [— mé;,! tinh, duge ii{)ng dau thoi gianlchn cde hoat dong | O Co/ Yes
thict ldp, thay doi va xoa bo cde ho so dién tir, Audit | O Khong/ No
trail phai luon duge kich hoat va khong duge phép
Lan ban hanh/ Version: 01 Trang/ Page: 13/22
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Thong s6/ Mé ti
Parameter/
Description

Sit
No.

Tiéu chufn
Specification

Chip thufn
Acceptance

Ghi cha
Remarks

bét hoat tai bat ky thoi diém nao.

The control system has to have a computer-
generated,  time-stamped audit - trail  for  the
establishing, change and deletion of electronic
records. The audit trail is always active and it is not
allowed that it is deactivated at any time.

Thi gian ghi nhéin dién ra theo théi gian thye. Thoi
gian ctia hé thing phai duge bao vé khoi nhitng thay
dbi tréi phép.

The time record takes place as per actual time. The
system  time needs (o be protected against
unauthorized changes,

O Cof Yes
 Khéng/ No

Audit trail phai dugc thiét ké dé dir liéu gdc c6 thé
duoge xdy dung lai, Moi dit liéu ddu vio etia audit trail
vd ban thén audit trail phai duge bao vé bing mat
khéu va khéng duge xéa.

The audit trail has to be designed so that the original
data can be reconstructed. Every entry of the audit
trail and the audit trail itself has to be password
protected and should not be deleted.

Q Co/ Yes
O Khdng/ No

Audit trail phai c6 it nhat nhimg thdng tin sau déy:

» Tén ngudi ding hoan thanh hoat déng

 Loai hoat dong (thiét lap, thay ddi, x6a bo)
The audit trail includes at least the following
information:

e Date and time

o User name to be complete event

o Event type (establish, change, delete)

Q Co/ Yes
QO Khéng/ No

Viée luu trir audit trail, in dn va doc audit trail phai
dé dang thue hién,

It must be feasible to archive the audit trail, to print
oul and to read the audit trail,

Q Co/ Yes
O Khéng/ No

Lan ban hinh/ Version: 01

Trang/ Page:
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MAY SAY TANG SOI
FLUID BED DRYER — 40 KG
RD-URS-002.00

5. THONG TIN HE THONG PHY TR/ UTILITY AVAILABLE

e BoRen iR .
gig | onssdi Mo Tiéu chudin Chéip thugn | Ghi chi
No. Pty Specification Acceptance | Remarks

Description
Ngudn dién cung cé [ Co/ Yes
1 P{‘;W iy BEP 1 380V + 10%; 3 phase; 50 Hz 1 Khbegs N
) Khi nén Khodng 7.0 bar Q Co/ Yes
Compressed air Approx. 7.0 bar O Khong/ Ne
3 N&i hoi Khuyén nghj 80 — 100kg/hrs O Cof Yes
Bioler Recommended 80 — 100 kg/hrs O Khéng/ No
- 02 thi loe! 02 filter bags
- 02 lugi/ 02 screens
a g 3 A L X
( |Dmcidn | Bomabedtn o shon o e g |,
Accessories e o ’ ' ) U Khéng/ No
liguidiair piping system
- Xe dly bon chira/ Trolley for material container
- [t nhat 03 lo 1y mAu/ At least 03 sampling bottles
6. KIEM TRA VA FAT/ INSPECTION AND FAT
Théng s6/ Mé ta L
Stt Parameter/ TI'EI.'I. chuiﬁn Chip thufin | Ghicha
No. Description Specification Acceptance | Remarks
My s& duge kiém tra tai noi sn xuét boi nha san xut
dudi sw gidm sat clia khdch hang. Pham vi t6i thiéu cta
FAT gbm:
- Kiém tra céc thanh phin co khi va dién
- Thir nghi¢m chirc ndng may
- Kiém tra canh bio, khod lién djng
[ EAT - Kiém tra cée tai liéu cua hé théng O Co/ Yes
The machine shall be checked at the manufacturer | O Khéng/ No
site by the manufacturer under the supervision of
customer. Minimum scope of FAT:
- Check of the mechanical and electrical
COmpPOnents.
- Test system functions
- Test alarms, interlocks
Thiét ké/ cdu tric cta tai liéu 1Q phai tuan theo hé
thdng dé cuong va bio céo (nha cung cip soan thao
R 3 = Q Co/ Yes
2 |1Q de crrong, DCL kiém tra va phé duyét) O Khong/ No
The design/ structure of the IQ-documents has to
Jollow the protocol and report systematic (protocol
Lan ban hanh/ Version: 01 Trang/ Page: 15/22
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St
No.

Thing s6/ Mé ta
Parameter/
Description

Tiéu chuéin
Specification

Chép thujn
Acceptance

Ghi chi
Remarks

generation to be done by Vendor, DCL reviews
and approves).

Viée danh gid 1dp dat s& duoc thye hién boi nha cung
cdp va ghi nhin boi nhén vién cia khéch hang & nha
mady dudi sy gidm sat ctia 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 CI'T team.

Q Co/ Yes
O Khéng/ No

Pham vi t6i thiéu ctia IQ:

- Kiém tra viéc 14p dat va dan nhin cia b) phén

- Kiém tra vét liéu ciia cic bd phén

- Kiém tra cdc hé théng phu tro

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

0Q

Thiét ké/ ciu tric cta i liéu OQ phai tudn theo hé

thong dé cwong va bdo céo (nha cung cp soan thdo

dé cuong, DCL kiém tra va phé duyét)

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

QO Co/f Yes
O Khéng/ Ne

Vige danh gia viin hanh s& duge thye hién béi nha
cung cép va ghi nhan béi nhin vién cia khach hang &
nha may dudi sy gidm sét ciia nhoém CET,

The operation qualification will be conducted by
vendor and recorded by the customer personnel on

the site of the customer and under the supervision
of CFT team.

Q Cof Yes
0 Khéng/ No

PQ

Viée dénh gi4 hiéu ning s& duge chudn bj va thuc hién
boi khéch hang véi sy tham gia clia nha cung cdp

The performance qualification will be prepared and
conducted by the customer with the attendance of
the vendor.

Q Co/ Yes
0 Khéng/ No

Lan ban hinh/ Version: 01

Trang/ Page:
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wrrirler v FLUID BED DRYER — 40 KG
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- T = 4 A oo —
gi: | TMESHAMLL Tiéu chudn Chép thufn | Ghichi
No. gmeten! Specification Acceptance | Remarks
Description
Viéce thdm dinh hé thong mdy tinh cho mﬁyEE duge
thue hién boi khach hang véi sy ho trg cia nha cung
s oSV cép. U Co/ Yes
Computerised system validation for the machine shall | [ Khong/ No
be performed by the customer with the support of the
vendor.
7. LAP PAT, VAN HANH THU, VA HE THONG HO SO TAI LIEU/
- INSTALLA TION, COMMISSIONING AND DOCUMENTARY o
Stt L. o Tiéu chudn Chép thuin | Ghichi
Parameter/ . A
No. Description Specification Acceptance | Remarks
Viée lap dat, ddnh gid va véan hanh thir s¢ duoc thye
Lép dit va vin hiéfl. tai n:ra may c‘i.'fa khach hang boi nha cung cﬁp
hank thir dudi sy ho trg va gidm sat tir phia khach hang 0 Co/ Yes
1 Instailation and The installation, qualification and commissioning 0 Khong/ No
o shall be conducted on the customer side by the
commissioning , ) ,
vendor under supporting and supervision of the
cusiomer side.
| Nha cung cp phai cung cdp cac hd so dé danh gi4
thiét bi va chirg minh chit lugng ctia thiét bi dép ting
, |8 thong tai lidu | véi URS nay. 0 Co/ Yes
Documentation The vendor must provide the documents fo qualify the | 1 Khéng/ 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
DOCUMENT TO BE FURNISHED
Stt Giai doan Théng tin tai li¢u Chip thuin | Ghicha
No. S!ﬂge_ Document details Acceptance | Remarks
=4 ~ - A i "
Sau khi dat hing Dﬁc.dlcm Ry. thuaf thiet ké O Cof Yes
Design specification (U Khong/ No
1 After purchase . -
G Diic diém k¥ thuét vé chirc ning Q Co/ Yes
Functional specification U Khéng/ No
y Diinh gié thiét ké Ban vé chung 0 Co/ Yes

General arrangement diagram

Q Khdng/ No

A [ v
Lan ban hanly/ Fersion: 01
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MAY SAY TANG SO1
FLUID BED DRYER — 40 KG
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Stt Giai dogn Thong tin tai li¢u Chap thufn | Ghi chi
No. Stage Document details Acceptance | Remarks
i Design So db ndi dién Q Co/ Yes
qualification Elecirical wiring diagram O Khong/ No
‘Bin vé lip rép bang didu khién 0 Co/ Yes
Control panel assembly drawing U Khéng/ No
PE cuong va béo céo 1Q Q Co/ Yes
10 protocol and report 0 Khong/ No
Pé cuong va béo cdo 0Q 0 Co/ Yes
OQ protocol and report Q Khong/ No
Trong qud trinh Foy e o han thir nghiém cla thist by Q Co/ Yes
vin hanh i (o, certificate of the machine Q Khong/ No
nghiém va dénh - = -
3 il Glaywchun;; nhin MOC Q Co/ Yes
During M"()L certificates 0 Khéng/ No
commissioning S6 tay huéng din sir dung phin mém Q Co/ Yes
and gualifica sion | [AStruction manual for software 0 Khéng/ No
S6 hudng din vén hanh va béo tri Q Co/ Yes
Operational and maintenance manual Q Khong/ No
Hudémg dan xit ly sir ¢d Q Co/ Yes
Troubleshooting guidance Q Khéng/ No
Danh séch céc ho so lién quan dén may 0]
List of documentation which are associated with the CM. o
; Q Khong/ No

machine
Danh sach cdc by phén di¢n véi thong tin nhu loai,
cong sufit dinh mire, nha cung cép, v.v. 0 Co/ Yes
Elecirical component list with information such as | Q Khong/ No
type, rated power, vendor, elc.
Danh sach cac phuy ting (co khi, dién, dung cy, loc)

Céc danh séch duge khuyén céo boi nha cung cép. O Co/ Yes

4 dinh kém Spare  parts  list  (mechanical,  electrical, | O Khéng/ No
The attached lists | instrument, jilter) recommended by vendor.

Danh sdch Input/Output ciia PLC Q Co/ Yes
PLC Input/Output list 0 Khéng/ No
Danh séch cde cdnh bio Q Co/ Yes
Alarm/ Warning list O Khéng/ Ne
Danh séch chat bai tron véi lich trinh sir dung céc
Ka s : ; ; b g Q Co/ Yes

chiit bi tron dé cho biét loai va cp chét bdi tron i

g o TR £ 0 Khong/ Ne
can thiét cho thiét bi dugce cung cap

Lin ban hanh/ Version: 01 Trang/ Page: 18/22
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