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
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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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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
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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

Trang/ Page:
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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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Stt
No.

Giai doan
Stage

Théng tin tai li¢u
Document details

Chéip thufin
Acceptance

Ghi cha
Remarks

equipment supplied.

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

may

Danh séch tién ich cho biét cée thong sé k¥ thudt cua
céc tién ich cdn thiét cho viée khoi dong va vén hanh

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

Q Co/ Yes
O Khéng/ No

9. PHUONG AN LAM VIEC/ WORK EXECUTION METHODOLOGY

Nha cung ¢ip phai theo phwong 4n lim viée sau:

URS duge giri cho céc nha cung cdp duge
chon,

Nha cung cap guri dé xudt k¥ thudt véi chi tiét
dwoc ghi nhédn trong URS di duge dién véi
cac tai liéu hd tro, cdc ban vé, v.v. va cic
théng tin bd sung néu co.

Thao ludn ky thudt, hoan thién va viée phé
duyét URS tir nha cung cdp cling nhur khach
hang.

Nha cung cép gl DQ vai cde tai lidu, cdce ban
vé, cac bang dir liéu, v.v.

Phé duyét DQ.

Thir nghiém nghiém thu tai nhd may cia nha
cung cép néu duge yéu clu.

Lap dit thiét bi.

Danh gid lap dat.

Pédnh gia van hanh/ Vin hanh thir nghiém.,

Vendor has te 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
efc.

Approval of DQ

Factory acceptance test if required
Installation.

Installation qualification.

Operational qualification/

Commissioning,

10. LICH GIAO HANG/ DELIVERY SCHEDULE
Nha cung cép giri biéu db cho cie hoat dong tai thdi | Vendor submits bar chart far various activities at
diém chao hang.

Lan ban hanh! Fersion: 01
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11. PIA PIEM GIAO HANG/ DELIVERY SITE

CONG TY CO PHAN DUUC PHAM CU'U LONG
(dia chi: 86 150, dudmg 14/9, phuomg Thanh Dic,
tinh Vinh Long, Viét Nam)

CULU LONG  PHARMACEUTICAL JOINT
STOCK COMPANY. (Address: Number 150,
Street  14/9, Thanh Duc ward, Vinh Long

Province, Viet Nam).

12. PHUONG THUC VAN CHUYEN/ MODE OF TRANSPORT

Dya trén thod thuin ctia nha cung cép véi khach | Based on the agreement of the supplier with the

hang duge ghi nhin trong don hang.

customer in the purchase order.

13. TAI LIEU DINH KEM/ ATTACHMENTS

NA

14. TAI LIEU THAM KHAO/ REFERENCES

NA

Lan ban hanh/ Fersion: 01
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15. TU VIET TAT/ ABBREVIATIONS

Dang rit gon Dang hodn chinh
Short form Full form -
" D& C/ Degree Celsius
CFT B{)_phé_ll chire nang lién quan / Cross-Functional Team
dB Decibel
_— CONG TY CO PHAN DUGC PHAM CUU LONG/ CUU LONG
PHARMACEUTICAL JOINT STOCK COMPANY
DQ Pénh gié thiét ké / Design Qualification
EPDM Ethylene Propylene Diene Monomer
EU Lién minh Chéu Au/ European Union
FBD May siy tang s6i / Fluid Bed Dryer
GMP Thye hanh tét san xulit / Good Manufacturing Practice
Hz Hertz
IPA Isopropyl Alcohol
1Q Dénh gid lip dat / Installation Qualification
mm . Millimeter
MOC Vit ligu ché tao / Material of Construction
NA Khong ap dung / Not Applicable
No. S6 / Number
0Q Dénh gid vin hanh / Operational Qualification
PQ Danh gid hi¢u nang / Performance Qualification
PTFE Polytetrafluorocthylene
RH D6 dm tuong dbi / Relative Humidity
SLS Sodium Laury] Sulfate
SS Thép khong gi / Stainless Steel
URS Yéu cau ki thudt ciia ngudi sir dung / User Requirement Specification
v Volt
WHO T chite Y té Thé gidi / World Health Organization
Lan ban hanh/ Version: 01 Trang/ Page:
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16. LICH SU THAY POV REVISION HISTORY

S thii tur An bin s6 Noi dung thay doi Ngay hiu lye
No. Version No. Content of change Effective Date
i % Ban hanh lin ddu tién

The first issue

Lén ban hanh/ Version: 01

- END OF DOCUMENT -
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HE THONG THU DQ HOA TAN
DISSOLUTION SYSTEM

Ngdy hiéu lye/
Effective date:

B phin: Nghién ciru & Phat trién
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HE THONG THU PQ HOA TAN

DISSOLUTION SYSTEM
RD-URS-003.00

1. MUC PICH/ OBJECTIVE
Mugc tiéu cua tai liéu ndy la xde dinh yéu cu cua
ngudi ding dbi voi thiét bi/ hé théng duge dé

cip vé eong sudt / ddu ra, kiém soét quy trinh....

2. PHAM VI AP DUNG/ SCOPE

URS nay chi 4p dung cho HE THONG THU B0
HOA TAN duge ldp dat tai phong Nghién ctru
va Phit trién cua CONG TY CO PHAN DUGC

Objective of this document is to specify the
requirement of user for the mentioned equipment /
system with respect to capacity /output, process

control, ete.

This URS is applicable only for DISSOLUTION
SYSTEM which is installed at R&D department of
CUU LONG PHARMACEUTICAL JOINT STOCK

PHAM CUU LONG. COMPANY.
3. TONG QUAN/ OVERVIEW
Stt Théng s6/ Mé ta Tiéu chudn Chép thuign | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Tén thiét bi va t(iéu i
i ki o HE THONG THU DO HOA TAN Q Cof Yes
chuan/ Fquipnrent name
DISSOLUTION SYSTEM U Khéng/ No
and standard
Dung dé do toc do va mire do giai phéng dirge
chét tir ché phim thude & méi truomg mod phong
s Muc dich sir dung va danh gia in-vitro/ Used to measure the rate | 9 CO/ Yes
Iniended Use and extent of drug substance release from a | 9 Khong/ No
dosage form in a simulating medium and to
assess in-vitro
S6 thiét b yéu cé
0 thiet bi yéu cau Q &/ Yes
3 | No. of equipment |0 Q Khéng/ No
required
Nha cung ¢dp c6 trach nhiém vén chuyén thiét
[} j r r
; Vén chuycn bi dén nha méy ctia khach hang, Phai li¢t ké tat | L €O/ Yes
Delivery c& nhiing bd phan bat bude, cic by phan con O Khéng/ No
thiéu,
Lan ban hanh/ Version: 01 Trang/ Pages: 3/28
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HE THONG THU PO HOA TAN

DISSOLUTION SYSTEM

RD-URS-003.00

st Thong s6/ Mé ta Tiéu chuén Chip thuin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
T The vendor is responsible for .‘_mn;;,r}am'ng the
equipment to the customer site. All required
components, missing parts must be listed.
Thiét ké thiét bi cy thé phai duge giri dén khach
Thidt ké thiét bi i Seet il S Q C6 Yes
5 Bislenof i giloment The specified designs of the equipment must be O Khéng/ No
sent (o the customer for reviewing and
choosing.
Thiét bj phéi hoat dong én dinh & didu kién:
Xic dinh pham vi AictDipa hogt dong ' TR )
. 10 +40°C, < 80% RH, O Co/ Yes
6 | sudung i
o The equipment must operate stably at the | O Khong/ No
Field identification
condition: 10+ 40°C, <80% RH.
. Ngon ngit Tiéng Anh O Co/ Yes
Language English U Khéng/ No
; Méy méi 100% duoe sdn xudt tir nim 2025, )
Ném san xuét Q Co/ Yes
8 Must be 100% new, manufactured from 2025 .
Year of manufacture 0 Khong/ No
onwards.
0 Xudt xir M§ hogic Chau Au Q Co/ Yes
Origin USA or Europe U Khong/ No
Nha cung cép phdi cam két hd trg k§ thudt
24/7 (truc tiép hodic gidn tiép), cin b k¥ thuat
phéi c6 trong vong 36 gidr ké tir khi nhén duge
théng béo yéu cdu kiém tra, sira chira dot xuit.
/i HO tro k¥ thudt n i e O Co/ Yes
e supplier must commit lo technical
Service P 0 Khéng/ No
support (direct or indirect), and technical staff
must be available within 36 hours of receiving
notification for urgent inspection or repairs
(SLA).
Lén ban hinh/ Version: 01 Trang/ Pages: 4128
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HE THONG THU PQ HOA TAN

»
! )‘p' DISSOLUTION SYSTEM
For Health - For Life RD-URS-003.00
St Thong so/ Mé ti Tiéu chuin Chép thufin | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
Bao tri dinh ky 06 théng/lin trong sudt thoi
Bio tri gian bdo hanh. U Co/ Yes
11
Maintenance Periodic maintenance every 6 months during | 9 Khong/ No
the entire warranty period.
Sau thoi gian bao hanh, nha cung cp cam két
tiép tuc thue hién dich vu bao tri, hiéu chuén
néu khach hing ¢6 yéu céu va duy tri cung cip
cac phy ting, phy ki¢n thay thé, phu ki¢n ning
cdp trong vong it nhit 10 nam.
i Phu kién thay thé A i g ; O Cof Yes
er the warrani eriod, (he supplier
Replacement accessories| - _ e U Khéng/ No
commils to continue performing maintenance
and calibration services if the customer
requires them, and to maintain the supply of
spare parits, replacement accessories, and
upgrade accessories for at least 10 years.
Lip dat va huéng din st dung/bao tri thiét bj
) phai do can bd k§ thudt ctia nha cung cdp da
Dao tao lap dat va )
duge dao tao ddm nhiém.
" vén hanh i y U Cof Yes
' nstallation and fraining on  equipment N
Installation and _ QO Khong/ No
usage/maintenance (= 2 sessions) must be
operational fraining 4 ) ) )
performed by the supplier's irained technical
staff.
Thoi gian bao hanh khéng dwge it hon 12
thang sau khi hoan thanh nghiém thu thiét bi.
Béo hanh ¢ g y ; " Ocol Yes
Warranty period should not be less than 12
14 Warranty arranty period should no ess thai 0 Khong/ No
months  afier  completion of  equipment
commissioning.
Lan ban hanh/ Version: 01 Trang/ Pages: 5/28
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HE THONG THU PO HOA TAN
DISSOLUTION SYSTEM

RD-URS-003.00

4. YEU CAU CUA NGUOI SU DUNG/ USER REQUIREMENTS

Stt Thong sé/ M ti Tiéu chuén Chép thufn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Miy phéi cé bang nhin dang vé&i tén nhd san
£ w 1 4 " i . % ¢
Xudat, ndm san xudt, mau mé, so seri vd mirc
tiéu thu di¢n nang.
PSR Q C6 Yes
The equipment should have the identification Q Khong/ No
plate  with  the  manufacturer  name,
manufacturing year, model, serial number and
power consumption.
Céc bd phén chinh va cdc thiét bi do luong/
cam bién (néu c6) phai duge xdc dinh va danh
ma sé_ O Co/ Yes
1 Nhsi nhan d'*l:]g The main components and the measuring | 1 Khong/ No
Label identification
devices (sensors) must be identified and
numbered.
Tét ea cac dudng din vao va dudmg ra (vi du
duong day dign, nuwéce) phai duge xac dinh.
B 0 Cof Yes
All inflows and oulflows (for example:
/! ks, Gor WO | i
electrical wires, compressed air pipe) have to
be identified
Phai xdc dinh va liét ké tft ca cdc bd phin cua
: ¥ WPt Q Co/ Yes
thiét bj, X
QO Khéng/ Ne
All components have to be identified and listed.
Phai hi¢u chuin cho céc thiét bj do toe d6,
) nhiét dg cia may (truc khu'ﬁy, canh khuéy, v.v.) -
Tinh néing hi¢u chuan ) L . Q Co/ Yes
2 There must be calibration for measuring <
Calibration feature _ i ' . O Khéng/ Ne
devices for operating speed of the equipment
(stirring shafi, paddle, etc.).
Tinh néng an toan Trong truémg hop may gip sy 6 hoge mét két | O Co/ Yes
3 ¢ i
Safety feature ndi vdi cdc hé thdng tién ich, may phai ed cdc | O Khong/ No
LAn ban hanh/ Version: 01 Trang/ Pages: 6/28
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Stt |  Thong s/ Mo ti Tiéu chuin Chép thujn | Ghicha
No. | Parameter/ Description Specification Acceptance | Remarks
- thiét bi bio vé cin thiét dé dam bao ring
ngudi van hanh, thiét bi va san phim vin &
trong tinh trang an toan,
In the event of equipment malfunction or loss
of utilities, the unit must contain all necessary
protection devices to ensure thai the operator,
equipment and the product remain in a safe
condifion.
Thiét bj ¢6 tinh néing néi dét QCol Yes |
The equipment has earthling function. O Khéng/ No
Thiét bj phai c¢é céc canh bao va khoa lién
déng. Danh sich ndy ciing phai duge cung
clip cling véi cac tai ligu danh gia. U Co/ Yes
Equipment  must  have the alarms and | Khéng/ No
interlocks. The list must be provided along
with the qualification documents.
Dir liéu ctia thiét bj phai duge giir nguyén
sau khi mat dién. Q Co/ Yes
Equipment data must be retained afier power | Q Khong/ No
Jailure,
D& dang vé sinh céc bé mit. Q Co/ Yes
Easv to clean all surfaces. U Khong/ No
Céc bd phén kim loai/ khong phai kim loai
phéi ¢6 khd nang vé sinh véi nhimg chit
4 'llinh n.ﬁng dan phu hgp (Isopropanol, Ethanol, Natri lauryl
Cleaning feature r : i Q Co/ Yes
sulfat, v.v.).
( Khdng/ No
Metal/ Non-metal parts shall be cleanable
with suitable agents (Isopropanol, Lthanol,
sodium lauryl sulfate, etc.).
Lin ban hanh/ Version: 01 Trang/ Pages:
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DISSOLUTION SYSTEM

fr Health-or Lfe RD-URS-003.00
Stt | Théng sé/ M ti Tiéu chufn Chép thugn | Ghi ché
No. | Parameter/ Description Specification Acceptance | Remarks
Két cdu cia cac by phin cia thiét bj phai
cho phép théo lip va thay ddi d& dang dé
; Tinh ning bao tri tiép can viée bao tri. U Co/ Yes
Maintenance feature | Construction of all equipment parts shaill | Q Khong/ No
enable easy removal and exchange for
maintenance access.
S6 lugng cde thir 1én dén 14 vj trf thir nghiém
dong thoi, Q Co/ Yes
Number of test vessels up to 14 simultaneous | 4 Khing/ No
lest positions.
S0 hang xép cde thir 6n hon hodic bing 2 hang
(mdi hang > 7 vj tri). Q Co/ Yes
Number of vessel rows up to 2 rows (each row | 1 Khong/ No
> 7 positions).
Heé thdng gia nhiét: bom tudn hoan nudc git
o = L Q Cé/ Yes
gia nhiét nhanh.
(A Khéng/ No
Cac théng sb Water circulation pump for rapid heating.
6 | hoat dfng Nhiét do cai dat bé diéu nhiét: 25°C + 55°C.
Process parameters 9 Co/ Yes
oy ' Thermostatic  bath  temperature  selting
O Khéng/ No
range: 25°C + 55°C.
B§ dung cua sensor nhiét: < 0.1°C (todn than 1‘__
?Q . ; GoBnthenR) | ol ves
emperalure sensor accuracy nol exceedin
- i o U Khéng/ No
0.1°C (full scale).
Thé tich mdi trudmg bay hoi: < 1.0% (24 gid). | Q C&/ Yes
Evaporation medium volume < 1.0% (24 h). U Khong/ No
Tée d6 trye khudy: 10 + 250 rpm, véi bude
nhay 1 rpm, Q Co/ Yes
Stirving shaft speed: 10 + 250 rpm, with | rpm | Qd Khong/ No
increments.
L&n ban hanh/ Version: 01 Trang/ Pages: 8/28
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W T

Stt |  Thong sb/ Mb ta Tiéu chufn Chép thuin | Ghicha |
No. | Parameter/ Description Specification Acceptance | Remarks
) D¢ ding toc d khudy: < 1.0%. Q Co/ Yes
Stirring speed aceuracy: < 1.0%. 0 Khong/ No
D§ dao ddng cua tryc: <0.2 mm. U Co/ Yes
Shaft wobble/vibration: <0.2 mm. U Khéng/ No
H& tror kiéu khuély chuén USP: > 04 loai (I, 11,
IV va VII). O Co/ Yes
Support for standard USP stirring apparatus: = | @ Khong/ No
4 types (I, 11, IV, and VII).
D& dn khi vén hanh: < 50 dB & khoang cach
1,0 mét. U Co/ Yes
Operating noise level: < 50 dB at a distance of | U1 Khong/ No
1.0 meter.
Diéu khién ning/ha: bing dong co dién. 0 Co/ Yes
Raise/Lower control by electric motor. 0 Khong/ No
Hién thi tin hiéu: man hinh cam rng mau I:Ci‘l Q Co/ Yes
Signal display: Color LCD touchscreen. Q) Khong/ No
C6 hé thong gidm sat nhiét do riéng biét cho
timg cbe. 0 Co/ Yes
Features a separate temperature monitoring | 1 Khing/ No
system for each vessel
Bé nude diéu nhidt duge bo tron cdc goc, co .
voi x4 va duge thiét ké cach nhiét, cé nhan
danh déu mue nude (water level), Q Co/ Yes
The thermostatic water bath has rounded | 9 Khong/ No
corners, a drain valve, is insulated, and has a
water level indicator mark.
C6 chire ning luu trit/chinh stra phuong phéap :
g [TEVeng van hanh ( 100 phuong phap). : e
Functions Q Khong/ No
Has a function to store/edit operating methods
Lén ban hanh/ Version: 01 Trang/ Pages: 0/28
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- Tiéu chuin

Ghi chi

Stt |  Thong sb/ Mo t Chép thugn
No. | Parameter/ Description Specification Acceptance | Remarks
(= 100 phwong phdp).
.Eﬁ chuong trinh gia nhiét cho dung djch thir. 0 Co/ Yes
Has a program for pre-heating the test solution Q Khong/ No
(pre-heating).
C6 hé thong dinh tam ty déng theo tidu chudn
USP/ASTM. 0 Co/ Yes
An auwtomatic centering system according to | Khong/ No
USP/ASTM standards.
C6 hé théng nap vién ddng thoi vao cbe ciing 1
thoi diém dé tranh sai sot vé thoi gian, O Cof Yes
System for simultaneous tablet dropping into O Khong/ No
vessels at the same time to avoid time errors
(auto-drop).
C6 thé ning cip 1én hé théng phén tich online
bang viée két ndi vai mdy UV-Vis, HPLC hoic
tram Iy méu ty dong theo chu k. O Co/ Yes
Can be upgraded to an online analysis system U Khong/ No
by connecting with a UV-Vis machine, HPLC,
or an automatic firaction collector.
C6 chire nang lwu trit phuong phép, kiém tra
céc bao dudmg di thyc hién va cdc 161 dd xay ra | O Co/ Yes
Can be stored methods, check performed U Khong/ No
maintenance, and review past errors.
Chng két ndi: Bluetooth, Ethernet (LAN),
USB-A, USB-C va RS232 dé két ndi may tinh, | & Co/ Yes
mdy in. U Khong/ No
L Connection ports: Bluetooth, Ethernet (LAN),
Ldn ban hanl/ Version: 01 Trang/ Pages: 10/28
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HE THONG THU PQ HOA TAN
DISSOLUTION SYSTEM

RD-URS-003.00

Stt
No.

Théng so/ M ti

Parameter/ Description

Tiéu chuin

Specification

Chip thufn

Acceptance

Ghi chia

Remarks

| USB-A, USB-C, and RS232 Jor connecting to a

computer or printer,

Cac canh bao dugce hién thi trén man hinh kém
véi 4m thanh canh bao. Thiét bj khong thé hoat
déng khi chua xir Iy cac canh béo.

The alarms are displayed on the screen
along with the warning sound.  The
equipment cannot operate when the alarms

are not solved.

O Co/ Yes
O Khong/ Ne

Vit liéu ché tao
Materials of

consiruction

Vit liéu ché tao than mdy, vO may vi cic b
phin bén ngoai khong tiép xic trre tiép voi
dung mo6i nén duge dic tir soi carbon nhim
gidm thiéu nguy co bi &in 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

Fust,

O Co/ Yes
O Khong/ Ne

?eflt litu truc khudy, canh khudy sir dung trong
h¢ thong duge lam bing chit litu SUS316
chdng an mon, chju duge acid/base, chéng bam
bén, tuong thich véi nhidu loai dung méi va
nudce.

The material for the stirring shafts and paddles
used in the system is made of SUS3 16 maierial,
which is anti-corrosion, resistant lo acid/base,
anti-fouling, and compatible with various

solvents and water,

Q Cof Yes
0 Khéng/ No

Lén ban hinh/ Fersion: 01

Trang/ Pages:
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Stt | Thongsb/Mb t Tiéu chudn Chéip thudn | Ghi ch
No. | Parameter/ Description Specification Acceptance | Remarks
l_E)_:’j_nhﬁn ciia cde bd phén trie tiép bing kim
loai ¢6 Ra < 0.8. U Co/ Yes
Surface finish of metal contact part must | d Khong/ No
meet Ra < (0.8,
Céc b phan tiép xic truce tiép khong phai kim
logi (nhu dém) phai dat tiéu chudn duge phim, | O Co/ Yes
Non-metal contact part (such as gasket) must | J Khong/ No
meet pharma grade specification.
Céc bd phén tiép xic truc tiép kim loai phai
duge thy dong hoa va co gidy chimg nhan. O Co/ Yes
Metal contact part must be passivated and | d Khong/ No
have certificate,
Céc bd phéin khong tiép xtic truc tiép phai duoc
lam tir SS304 hodc cac vit ligu phi hop O Co/ Yes
Non-contact parts must be made from | d Khong/ No
58304 or suitable material.
Nha cung cép phai chi rd va cung cép tai liéu
chwong trinh dao tao cho nhén vién vdn hanh
va nhan vién ky thugt O Cof Yes
The vendor has to specify and provide the | 0 Khoéng/ No
document of the training program for the
9 | Paotao operating and technical personnel,
Training I
Céc budi dio tao riéng biét s& duge td chire cho
nhin vién vin hanh va nhan vién k¥ thudt O Co/ Yes
Separate  training  sessions have to be 0 Khang/ No
organized for:  Operators and technical
personnel.
Phin mém didu khién | Phan mém quan 1y, diéu khién hé thong can, | @ Co/ Yes
10 Control software thu thap va xir Iy dit liéu, bdo cdo két qua cia | @ Khong/ No
Lan ban hanh/ Version: 01 Trang/ Pages: 12/28
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HE THONG THU PO HOA TAN

DISSOLUTION SYSTEM
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Stt Théng s6/ M ti Tiéu chuin Chip thujn | Ghi chii
No. | Parameter/ Description Specification Acceptance | Remarks
hing phai la phin mém mdi nhdt, c6 ban L
quyén, dé sir dung va bao dudng.
The management and control software for the
weighing  system, data  acquisition and
processing, and results reporting must be the
latest version from the manufacturer, licensed,
easy to use, and easy to maintain.
Tuén tha hu-éng din GAMPS, dép img ti thidu
Category 4. O Co/ Yes
Compliant with GAMPS5 guidelines, meeting ar | 9 Khong/ No
least Category 4
C6 kha ning két ni, truyén va dng bd dir lidu
voi cdc phin mém MES, SCADA, LIMS, hoic
hé thong quén ly GMP. Q Co/ Yes
Capable of connecting, transmitting, and | d Khong/ No
synchronizing data with MES, SCADA, LIMS,
sofiware, or a GMP management system.
C6 chire ning xudt/gii dix liéu do truc tiép dén
bang tinh Excel. Q0 Cé/ Yes
Capable of exporting/sending measurement | 4 Khong/ No
data directly to an Excel spreadsheet.
C6 chirc niing ty kiém tra tinh trang hé thdng
trude khi vdn hanh, phat hién 16 ty dong va
dua ra thong béo 18i chi tiét, Q Co/ Yes
It has a function for automatic system status | Q Khong/ No
check before operation, aulomatic error
detection, and detailed error notifications.
C6 thé twong thich va diéu khién duge cac thiét | O Co/ Yes
bi ctia nhiéu hiing khic nhau (> 04 hiing). O Khéng/ No
Lin ban hanh/ Version: 01 Trang/ Pages: 13/28
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HE THONG THU PO HOA TAN

DISSOLUTION SYSTEM
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Stt Théng s6/ M ta

No. | Parameter/ Description

.n A
Tiéu chuiin

Specification

Chép thufin

Acceptance

Ghi chu

Remarks

Compatible with and capable of controlling
dissolution system from various manufacturers

(= 4 manufacturers).

C6 kha ning néng cdp thanh phin mém didu
khién nhiéu hé théng trén cing mot thiét bi
méy tinh (> 10 hé théng).

Upgradeable to control multiple dissolution
systems on the same computer device (= 10

Sysiems).

O Co/ Yes
U Khéng/ No

Co kha ning truyén div lidu, didu khién hé
théng tir mdy tinh bang théng qua két nbi
Internet hode mang LAN,

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

connection,

QO Co/ Yes
0 Khong/ No

Cé chuong trinh theo ddi, ghi lai va bdo cdo
qué trinh thao tic, hiéu chudn va cdc thong sb
quan trong khdc trong thoi gian vin hanh hé
théng.

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

important parameters during system operation.

O Co/ Yes
Q Khong/ No

Pép (ng va tudn thh theo 21 CFR (FDA,
PIC/S, EU-GMPY):
» Béit buge login.
» Thiét lap vA quan Iy céc chinh sach bao mat
dé dam bao xir Iy dit liéu phi hop.
» Quan Iy quyén truy cdp va phin quyén
ngudi ding,

* Dinh dang xudt di¥ liéu: PDF va CSV/Excel

0 Co/ Yes
L Khéng/ No

Lan ban hianh/ Version: 01

Trang/ Pages:
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Stt Thong s6/ M ti

No. | Parameter/ Description

HE THONG THU DO HOA TAN

DISSOLUTION SYSTEM

RD-URS-003.00

_T_if.‘l: cl_luﬁn

Specification

Chép thujin

Acceptance

Ghi chi

Remarks

chudn I1SO 8601,
« Luru trit co s¢v dit lidu/hd so dién tir dam bao
ALCOA+,
* Truy xuét ngudn gdc dir liéu ddy du thong
qua Audit Trails.
» Tty chinh va thye thi chit ky dién tir dé thiét
lip trach nhig¢m.
« Ghi nhin diy du hanh déng, thoi gian,
ngudi thue hién va 1y do thay doi dir ligu.
» C6 tinh ning back-up ty dong dir liéu vé
server dinh ky.

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

EU-GMP):
* Mandatory login.
« Establish and manage security policies to
ensure appropriate data handling.
* Access rights management and user
permission assignment.
* Data export format: PDF and CSViExcel
compliant with IS0 8601.
*  Database/electronic  record  storage
ensuring ALCOA+,
* Full data traceability through Audit Trails.
* Customizable and enforceable electronic
signatures to establish accountability.
* Full recording of actions, time, performer,
and reason for data changes.
« Automatic periodic data backup feature to

the server.

Lan ban hanh/ Version: 01

Trang/ Pages:
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HE THONG THU PO HOA TAN

DISSOLUTION SYSTEM
RD-URS-003.00

Stt
No.

Thing s6/ Mb ti

Parameter/ Description

- A
Tiéu chuiin

Specification

Chip thufin

Acceptance

Ghi cha

Remarks

Viée kiém soit truy cip phim mém s& doe Lip
véi hé didu hanh va c6 thé duoe cdu hinh. Mot
mé-dun danh cho cée quan trj vién sé co sin
trong phan mém, noi tit ca cic tai khoan nguoi
dung duoce 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).

O Cof Yes
O Khéng/ No

Céc théng s6 sau ddy c6 thé dwoc chu
hinh/duge thay déi béi tai khodn quan tri vién
theo yéu ciu sir dung cia khach hang

» Chiéu dai mat khéu,

* Thési han higu Iye clia mét khéu.

* S6 lan dang nhap sai trude khi tai khoan b

bét hoat.
The  following  parameter can  be
configurable/ adjustable by administrator
accounl as per use requirements of the
customer

» Length of password

* Validity period of password

* Number of failed logins until the account

is disabled.

0 Co/ Yes
0 Khéng/ No

ER = . i g

Phéin mém ty dong ding xuit sau mdt khoang
thoi gian nhét dinh, c6 thé didu chinh dugc
The  software is auto-logo jf afier certain,

configurable period.

O Co/ Yes
O Khéng/ No

Lén ban hanh/ Fersion: 01

Trang/ Pages:
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Stt

HE THONG THU PO HOA TAN
DISSOLUTION SYSTEM

RD-URS-003.00

Théng s6/ Mé t4 Tiéu chuin Chép thufin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
B Viée xo4 tai khoan/ bdt hoat tai khoan khéong
anh hudéng dén lich sir dit ligu,
anh hudng dén lich st dir ligu Q o/ Yes
The deletion of account/ The inactivation O Khéng/ No
of the account shall not impact on the
historical data.
5. THONG TIN HE THONG PHU TRQ/ UTILITY AVAILABLE
Stt Thong s6/ M ti Ti¢u chufin Chip thufin | Ghi ché
No. | Parameter/ Description Specification Acceptance | Remarks
Ngudn dién cung cép Q Co/ Yes
1 220V £ 10%; 2 phase; 50 Hz
Power supply 0 Khéng/ No
o | s dung dé lip dit mdy ban ddu va sir dyng
_ trong qua trinh vin hanh va thyce hién cac bao
B0 tool-kit chinh hing Q Co/ Yes
2 tri don gian. O Kiifnal i
. — ong/ No
Pl Toalit Used for initial machine seiup, operation, and ¢
performing simple maintenance.
C6 chire nang thong ké
o Statistical function
May in kim . Q Co/ Yes
3 Cap ndi RS232 hodic RS422/485
Dot matrix printer Q Khéng/ No
RS232 or RS§422/485 connection cable
S6 lugng/ Quality: 01 bd/set
Bé diéu nhiét, bom gia
nhi¢t tuin hoan. ,
. O Co/ Yes
4 | Thermostatic baths, | S6 luwong/ Quality: 02 bo/set
, . ] Q Khéng/ No
circulaiing heating
pumps
Nhiét ké dién tir voi bo
- ¢ “l Q Co/ Yes
§ | cam bien PT100 So lueng/ Quality: 02 bd/set
. ) W Khong/ Ne
Electronic thermometer
Lén ban hanh/ Version: 01 Trang/ Pages: 17/28
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HE THONG THU PO HOA TAN
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DISSOLUTION SYSTEM
For Health - For Life RD-URS-003.00
Stt | Théng sé/ Mb ta Tiéu chuéin Chép thujn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
with PT100 sensors
| Bom nhu djng da kénh ; U Co/ Yes
Sol ity: 01 b/set
3 [PC Peristaltic Pump - Ludlin: 1 Sfvse O Khéng/ Ne
Cée thily tinh dﬁ? tron
1 1it ¢6 khic vach + n?lp
. Q Co/ Yes
T | IHiter  round-bottom | 50 lugng/ Quality: 16 cai/unit
O Khéng/ Neo
glass  vessels  with
graduations + lids
Truc khudy, cdnh khuly
va gio quay.
5 0 Co/ Yes
8 | Stirving shafis, stirring | S0 luong/ Quality: 16 cai/unit
0 Khéng/ Ne
paddles, and rotating
baskets.
Sensor gidm sat nhiét
6 timg cbe.
O Co/ Yes
9 | Sensors for monitoring | S6 lugng/ Quality: 14 cai/unit
0 Khiéng/ Neo
the temperature of each
vessel.
Japanese Sinker cho
vién nang cing dat
chuén USP, , 0 Cof Yes
10 So lugng/ Quality: 14 cai/unit
Japanese Sinkers for O Khéng/ No
hard capsules meeting
USP standards
B¢ thé vién dong thei
. " _ 0 Co/ Yes
11 | Drop Dosage Monitor | S6 luong/ Quality: 14 ci/unit
O Khéng/ Ne
System (DDMs)
Lan ban hanh/ Version: 01 Trang/ Pages:
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HE THONG THU PQ HOA TAN

DISSOLUTION SYSTEM

RD-URS-003.00

Stt Théng s6/ Ma ta Tiéu chuiin Chép thuin | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
Kich thude/ Pore Size: 10 pm .
Pau loc mau UHMW . 0 C6/ Yes
12 Chat liéw/ Material; Polyethylene Cannula
Dissolution Filter . ) O Khéng/ No
S0 lugng/ Quality: 1000 cdi/unit
Vién bi @ 25 mm dung
kiém tra db sdu cta truc
khudy. ) O Co/ Yes
13 SO lugng/ Quality: 07 vién/ balls.
@25 mm Ball/Sphere U Khong/ Ne
used to check the depth
of the stirring shafi.
Dung cu ding dé chinh
tryc khudy dong tim
R ) U Co/ Yes
14 | Tool set for adjustin S0 lugng/ Quality: 01 bi/set
for o E O Khéng/ No
stirring shaft
concentricity.
Vién nén Prednisone USP Reference Standard O Co/ Yes
15
Prednisone Tablets S6 lugng/ Quality: 02 hop/box x 30 vién/tablets | O Khéng/ No
e Chét chufin Prednisone | USP Reference Standard O Cof Yes
Prednisone Standard S6 lugng/ Quality: 02 19/ unit O Khéng/ No i‘\
[§
Dung dich ching réu /1"
chuyén dung . O Co/ Yes .
| o ) 86 lugng/ Quality: 02 chai/ unit
Specialized  Anti-algae 0 Khong/ No p
solution. ¥
Cong sudt/ Capacity > 3000 VA/2700 W
S6 lugng dc quy trong tich hop sin > 05 céi.
ng ac quy trong op Q Co/ Yes
18 | Bd luu dién Number of built-in batteries = (5 unit.

Thoi gian luu dién (70% tai) > 10 pht,
Backup time (70% load) = 10 minutes.

Q Khéng/ No

Lin ban hanl/ Version: 01

Trang/ Pages:
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For Health - For Life RD-URS-003.00

6. KIEM TRA VA FAT/ INSPECTION AND FAT

. A A A g
Stt Fhing s0) MY ta Tiéu chuén Chép thudn
Parameter/

Ne. o Specification Acceptance
Description

Ghi chi
Remarks

Miy s& duge kiém tra tai noi san xudt béi nha san
xudt dudi sy gidm sét cua khach hang. Pham vi 16
thiéu ciia FAT gdm:

« Kiém tra céc thanh phfi:n co khi va dién

* Thir nghi¢m chirc nang may

« Kiém tra canh béo, khod lién déng

* Kiém tra cdc tai liéu ctia hé thong O Co/ Yes

A The equi t shall b hecked at th
1 FAT e equipment sha ¢ checked a e O Khong/ No

manufacturer site by the manufacturer under the
supervision of customer. Minimum scope of
FAT:

o Check of the mechanical and electrical

COMPORERES,

o Test system functions

» Test alarms, interlocks

Thiét ké&/ céu triic cua tai lidu IQ phai tudn theo hé
théng dé crong va bao cdo (nha cung cAp soan thao

dé cuong, DCL kiém tra va phé duyét) O C6/ Yes

The desien/ structure of the 10-d, s has |
e design/ structure of the 10-documents has to O Khéng/ No

Jollow the protocol and report systematic
(protocol generation to be done by Vendor,

’) 1Q DCL reviews and approves).

Viée dénh gid lap dat s& duge thye hién boi nha
cung cdp va ghi nhin boi nhan vién ctia khdch hang
& nha may dudi sy gidm sat cha nhom CFT U Co/ Yes

The installation qualification will be executed | Khong/ No

by the vendor and recorded by customer

personnel on the site of the customer under the

Lan ban hanh/ Version: 01 Trang/ Pages:
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HE THONG THU DO HOA TAN
DISSOLUTION SYSTEM

RD-URS-003.00

Stt
No.

Théng s6/ M ti
Parameter/
Description

Ti¢u chuiin
Specification

Chip thuin
Acceptance

Ghi cha
Remarks

supervision of CFT team.

Pham vi t&i thiéu cia I1Q:
« Kiém tra viéc liip dat va dan nhin cia bo phén
» Kiém tra vt liéu ctia cdc b phén
* Kiém tra cdc hé théng phu trg

Minimum scope of 10:
» Check of installation and tagging of
COMPORENLS.
» Check of material of components.

» Check of wtility systems.

Q Cof Yes
O Khéng/ No

0Q

Thiét k& cdu tric cia tai lidu OQ phai tuan theo hé
thing d& cwong va bao cdo (nha cung cép soan thio
dé cuomg, DCL kiém tra va phé duyét)

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

reviews and approves).

O Co/ Yes
QO Khong/ No

Vige dinh gid vin hanh s¢ duge thye hién boi nha
cung cdp va ghi nhdn boi nhan vién ctia khéch hang
& nha méy dudi sy gidm sat ciia nhom CFT

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.

O Co/f Yes
U Khong/ Ne

PQ

Viée dénh gid hidu nang s& duge chudn bi va thuc
hi¢n bdi khach hang vai sy tham gia cia nha cung
cép.

The performance qualification will be prepared

U Cof Yes
O Khéng/ No

Lan ban hanh/ Version: 01

Trang/ Pages:
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HE THONG THU BQ HOA TAN

&
Y DISSOLUTION SYSTEM
For Hialth - Far Life RD-URS-003.00
Stt T"i“g s/ Mi B Tiéu chufn Chéip thuin | Ghicha
No. “m".mf,r Specification Acceptance | Remarks
Description
and conducted by the customer with the
attendance of the vendor,
7. LAP DAT, VAN HANH THU, VA HE THONG HO SO TAI LIEU/
INSTALLATION, COMMISSIONING AND DOCUMENTARY
St Th;“g sof M? i Tiéu chufin Chép thugn | Ghichd
No. umn.:er.er Specification Acceptance | Remarks
Description
Viée Iép dat, dénh gid va van hanh thir s& duge thye
4 _ | hién tai nha may ctia khach hang béi nha cung cép
Lap dat va vin P . L .
haah th udi sy ho tror va gidam sat tir phia khach hang. 0o/ Yes
1 Insialliiion and The installation, qualification and commissioning 0 Khéng/ No
o shall be conducted on the customer side by the
commissioning
vendor under supporting and supervision of the
customer side.
Nha cung cdp phai cung cdp cac hd so dé dénh gia
thiét bi va chimg minh chét hrong cua thiét bj dap
: H§ thong ti ligu | img v6i URS nay. 0 Co/ Yes
Documentation The vendor must provide the documents to qualify | 3 Khéng/ No
the 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 thugn | Ghicha
No. Stage Document details Acceptance | Remarks
Pic diém k¥ thudt thiét ké. U Co/ Yes
Sau khi dat hang
1 Ajﬁ'l:.'r plur(:' hc:?e% _Izes?riiecgtrm—tmn. . U Khéng/ No
order Dic diém ki thufit vé chirc ning. QO Co/ Yes

Lan ban hank/ Fersion: 01
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HE THONG THU PO HOA TAN

DISSOLUTION SYSTEM

Foe Hiralth - For Life RD-URS-003.00
Stt Giai doan Théng tin tai li¢u Chip thufin | Ghi chi
No. Stage Document details Acceptance | Remarks
Functional specification, () Khéng/ No
Bén vé chung. Q Co/ Yes
General arrangement diagram. U Khong/ No
Bénh gid thiet ke g 48" &1 gin. QO Co/ Yes
e Electrical wiring di 0O Khong/ N
qualification ectrical wiring diagram, ong/ No
Ban vé ldp rap bang diéu khién. 0 Co/ Yes
Control panel assembly drawing. O Khong/ No
Pé& cuong va béo cdo 1Q. U Co/ Yes
10 protocol and repori. 0 Khong/ No
bé curong va bdo cdo 0Q. Q Co/ Yes
QQ protocol and report. O Khong/ No
Chimg nhdn thir nghiém ctia thiét bi. Q Co/ Yes
Test certificate of the equipment. O Khéng/ No
Gidy chimg nhén MOC. O Co/ Yes
MOC certificates. O Khong/ No
Trong qua trinh it T
vin hinh thir tng nhét xuat xir. U Co/ Yes
nghiém va danh | Certificate of Origin (CO), O Khéng/ No
3 gid Chirng nhan chét lugng. O Cof Yes
During Certificat lity (C 0 Khong/ M
commissioning erfifieaie of Quarly (GO g/ Mo
and qualification | Chimg nhin ddp tmg tiéu chuén GLP, 1SO 17025,
CE/EMC. Q Cof Yes
Certification of compliance with GLP, ISO 17025, | O Khong/ No
CE/EMC standards.
Tai liéu vé hiéu nang (PQ/PV): dénh gia rii ro cia
uy trinh, khu én cdo qu trinh, tin suat kiém sodt
q‘}: o ¢ . . | QCol Yes
thiét bi dinh ky, dam bao tudn thi nghiém ngit céc
. . o U Khéng/ No
yéu cau cha USP, EP, JP hodc ho so danh gia hig¢u
ning thiét bi tai cac phong thi nghiém dat chuén
Lén ban hianh/ Version: 01 Trang/ Pages: 23/28
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HE THONG THU PO HOA TAN

DCL :‘} DISSOLUTION SYSTEM

For Hiealth - For Life RD-URS-003.00
Stt Giai dogan Thong tin tai liéu Chép thufn | Ghi chi
No. Stage Document details Acceptance | Remarks

GLP/ISO/MEC 17025 wrong ty.

Documentation  on  Performance  Qualification
(PO/PY):  assessment of process risks, process
recommendations, frequency of periodic equipment
conirol, ensuring strict compliance with USP, EP, JP
requirements, or documentation of equipment
performance assessment at similar GLP/ISO/AEC
17025 certified laboratories.

Tai liéu ddnh gi4 céc rii ro cta thiét bj (FMEA). Q C6/ Yes

Documentation on equipment risk assessment. U Khong/ No

Tai ligu thiét bj tun tha DSC, nhim hd trg céc quy
trinh QbD. O Co/ Yes

Equipment  Documentation compliant with DSC | O Khéng/ No
supporting QbD processes.

Tai liéu x4c minh hidu nang thiét bj phi hop véi muc

dich sir dung.
o L Co/ Yes

Application  Suitability — Assessment,  Document

o Q Khéng/ No
verifying that the equipment’s performance is fit for
its intended use.
Béo céo hi¢u chudn theo ICH, USP <711, 1058>. 0 C6/ Yes
Calibration Report according to ICH, USP, O Khéng/ No
86 tay hudng din sir dung phin mém, U Co/ Yes
Instruction manual for sofiware. 0 Khéng/ No
S6 hudéng din van hanh va bio tri. U Cé/ Yes
Operational and maintenance manual, U Khong/ No
Hudng din xir ly sw cd. Q C6/ Yes
Troubleshooting guidance. U Khéng/ No

Lan ban hanh/ Version: 01 Trang/ Pages: 24!251/( o
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For Health - For Life

HE THONG THU PO HOA TAN

DISSOLUTION SYSTEM
RD-URS-003.00

Stt Giai doan Thong tin tai li¢u Chép thufn | Ghi chi
No. Stage Document details Acceptance | Remarks
Danh séch cée hd so lién quan dén thiét bi. O Co/ Yes
List of documentation which are associated with the 0 Khong/ No
equipment.
Danh séch cdc by phan dién véi théng tin nhu logi,
céng sudt dinh mire, nha cung cdp, v.v. QO Co/ Yes
Electrical component list with information such as | 4 Khong/ No
type, rated power, vendor, elc,
Danh sach cic phy ting (co khi, dién, dung cu,
loc) duge khuyén céo boi nha cung cép. O Co/ Yes
Spare  parts  list  (mechanical, electrical, | @ Khong/ No
instrument, Jilter) recommended by vendor.
Céc danh séch Danh sach céc canh bao Q Co/ Yes
4 | dinh kém Alarm/ Warning list O Khéng/ No
The attached lists - =T T ——

Danh séch chit boi trom véi lich trinh sir dung cac
chit béi tron dé cho biét loai va céip chét béi tron
cén thiét cho thiét bj duge cung cip Q Co/ Yes
Lubricant lists  with lubricant schedule to | 4 Khéng/ No
indicate type and grade of lubricants required for
all equipment supplied.,
Danh séch tién ich cho biét cde thdng sé k§ thudt ctia
cdc tign ich cin thiét cho viée khéi dong va vin hanh
thiét bi. Q Co/ Yes
Utility list to indicate technical parameters of ail | Q@ Khéng/ No
utilities  required to start and operate the
equipment.

P~ \)_H.

9. PHUONG AN LAM VIEC/ WORK EXECUTION METHODOLOGY

=

=i

Nhi cung ¢Ap phai theo phuong an lim viée sau: Vendor has to follow this execution methodology:

- URS duge giri cho cic nha cung cip duge chon. - URS is given to selected vendors.

25/28
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HE THONG THU BQ HOA TAN
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- Nha cung cap gii dé xudt k§ thudt véi chi tiét
duge ghi nhin trong URS da duge dién véi cac
tai ligu hd trg, cde ban v&, v.v. va cdc thong tin bd
sung néu ¢o.

- Thao ludgn k§ thudt, hoan thién va vi¢c phé
duy@t URS tir nha cung cdp ciing nhu khach
hang.

- Nha cung cip gii DQ voi céc tai lidu, céc ban
vE, cac bang dir ligu, v.v.

- Phé duyét DQ.

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

- Lap dat thiét bj,

- Danh gid lap dat.

- Pénh gid vin hanh/ Vin hanh thir nghiém.

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

- Approval of DQ

- Factory acceptance test if required

- Installation.
- Installation qualification.

- Operational qualification/ Commissioning.

10. LICH GIAO HANG/ DELIVERY SCHEDULE

Nha cung cédp giri biéu db cho céc hoat ddng tai thoi Vendor submits bar chart for various

diém chéo hing, activities at the time of offer.

11. PJA PIEM GIAO HANG/ DELIVERY SITE

CUU LONG PHARMACEUTICAL JOINT
STOCK COMPANY. (Address: Number 150,
Street 14/9, Thanh Duc Ward, Vinh Long

CONG TY CO PHAN DUGC PHAM CUU LONG
(Dia chi: 86 150, duong 14/9, phudng Thanh Dire,
tinh Vinh Long, Viét Nam)

Province, Viet Nam).

12. PHUONG THU'C VAN CHUYEN/ MODE OF TRANSPORT
Dya trén thoa thudn ctia nhd cung cdp voi khéch | 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

Lin ban hanh/ Version: 01 Trang/ Pages: 26/28
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HE THONG THU PQ HOA TAN
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14. TAI LIEU THAM KHAO/ REFERENCES

NA

15. TU VIET TAT/ ABBREVIATIONS

WS\ = .3 Ly

Dang rit gon Dang hoin chinh
Short form Full form
CFT B phén chitc nang lién quan/ Cross-Functional Team
FAT Kiém tra nghiém thu tai nha may/ Factory acceptance lest
URS Yéu cau k§ thuat cia ngudi siv dung/ User requirement specification
GLP Thye hanh tot phong thi nghiém/ Good Laboratory Practice
[SO Té chire Tiéu chudn hoa Quée &/ International Organization for Standardization
CE Su phti hop ciia Chau A/ Conformité Européenne
DQ Danh gid thiét ké/ Design Qualification
1Q Dénh gié 1ap dit/ Installation Qualification
0Q Dénh gia van hanh/ Operational Qualification
PQ Dénh gid hiéu nang/ Performance Qualification
PV Xac minh hi¢u nang/ Performance Verification
USP Duge dién Hoa K3/ United States Pharmacopeia
EP Duge dién Chau Aw/ Ewropean Pharmacopocia
Ip Duge dién Nhit Ban/ Japanese Pharmacopoeia
FMEA Phén tich céc ché dd sai hong va anh huémg/ Failure Modes and Effects Analysis
DSC Phuong phap do nhit lugng quét vi sai/ Differential Scanning Calorimetry
QbD Chét lugng bai thiét ké/ Quality by Design
SLA Thda thudn mie d§ dich vu/ Service Level Agreement
DCL CONG TY CO PHAN DUGC PHAM CUU LONG/ CUU LONG PHARMACEUTICAL

Lan ban hanh/ Fersion. 01 Trang/ Pages: 27/28
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JOINT STOCK COMPANY

16. LICH SU THAY DOV REVISION HISTORY

S thi tyr An bian sb Noi dung thay déi Ngay hi¢u lye
No. Version No. Content of change Effective Date
Ban hanh 1dn ddu tién
0] 00

The first issue

Lan ban hanh/ Fersion: 01
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YEU CAU KY THUAT CUA NGUUI SU DUNG
USER REQUIREMENT SPECIFICATION
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MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

Ngay hi¢u lye/
Effective date:

B phan: Nghién ciru & Phét trién
Department. Research & Development (R& D)

M s&/ Document No, :

PHU LUC 3 - BANG YEU CAU KY THUAT CUA NGUOI SU DUNG
APPENDIX 3 - USER REQUIREMENT SPECIFICATION
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UV-VIS SPECTROPHOTOMETER

D CL N MAY QUANG PHO TU NGOAI KHA KIEN
J

For Health - For Life

RD-URS-005.00

1. MUC PiCH/ OBJECTIVE
Muc ti€u cua tai li¢u nay 1a xac dinh yéu cdu clia
ngudi ding dbi voi thiét bi/ hé théng duge dé

cdp vé cong sudt / dau ra, kiém soat quy trinh....

2. PHAM VI AP DUNG/ SCOPE

URS nay chi ap dung cho MAY QUANG PHO
TU NGOAI KHA KIEN duge lép dit tai phong
Nghién etru va Phat trién cia CONG TY CO

Objective of this document is to specify the
requirement of user for the mentioned equipment /
system with respect to capacity foutput, process

control, ete.

This URS is applicable only for UV-VIS
SPECTROPHOTOMETER which is installed at R&D
department of CUU LONG PHARMACEUTICAL
JOINT STOCK COMPANY.

PHAN DUUC PHAM CUU LONG.

3. TONG QUAN/ OVERVIEW
Gtt Théng s6/ Mé ti Tiéu chuéin Chép thufn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
T
: ;:atz]:ﬁ;::mme MAY QUANG PHO TU NGOAI KHA KIEN | O Cﬁ{ Yes
e UV-VIS SPECTROPHOTOMETER 0 Khéng/ No
Ding dé dinh luong ndng d6 ciia cac chit trong
dung dich dya trén sy hép thy dnh sang theo
Binh lugt Beer-Lambert, Dong thoi, né con
dung dé dinh tinh va xac dinh ban chét ciia hop
chit théng qua miu phd hdp thy dic trung/
5 Muyc dich sir dyng Used for quantifying the concentration of | 9 CO/ Yes
Intended Use substances in  solution based on light O Khéng/ No
absorption according to the Beer-Lambert
Law. Concurrently, it is also employed for
qualitative analysis and identifying the nature
of compounds through their characteristic
absorption spectra.
Lan ban hanh/ Version, 01 Trang/ Pages: 3/27
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For Health - For Life

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

I~ Qs W

Stt | Théong sé/ Mb ti Tiéu chudn Chép thudin | Ghi cha
No. | Parameter/ Description Specification Acceptance | Remarks
S0 thiét bj yéu cau - 0 Co/ Yes
3 | No. of equipment 0 Khong/ No
required
Nhé cung ¢dp c¢o trach nhiém van chuyén thiét
bi dén nha may ctia khach hang. Phai liét ké tht
Viin chuyén cd nhimg b phén bit budc, cic bd phén con 0 Co/ Yes
4 sk
Delivery iy, O Khéng/ No
The vendor is responsible for transporting the
equipment to the customer site. All required
components, missing parts must be listed.
Thiét ké thiét b cu thé phai duge giri dén khach
Thiét ké thiét bj bingo sem et vbnachio 0 Co Yes
5 . 5 Wl L'I o a 3
Design of the eguipment The specified designs of the equipment must be 0 Khong/ No
sent fo the customer for reviewing and
choosing.
Thiét bj phai hoat dong dn di idu kign:
Xée dinh pham vi 1t bi phai hoat dong on dinh & diéu kién
, 15+ 35°C, < 80% RH. Q Cof Yes
6 | sirdung Ol kA
Th j st te st ong/ No
Field identification e equipment must operate stably at the g
condition: 10+ 35°C, <80% RH.
; Ngon ngir Tiéng Anh Q Co/ Yes
Language English U Khong/ No
Méy méi 100% duge san xuét tir nam 2025,
3 Nam san xuét 4 o Q Co/ Yes
Must be 100% new, manufactured from 2025 )
Year of manufacture U Khong/ No
onwards,
" Xudt xtr Nhit, M§ hode Chéiu Au U Col Yes
Origin Japan or USA or Europe U Khéng/ No
i HO tro k§ thudt Nha cung cdp phai cam két hd tro k§ thudt | O Co/ Yes
0 "
Service 24/7 (tryc tiép hodc gidn 1iép), can bd k¥ thudt | O Khéng/ No
Lén ban hanh/ Version; 01 Trang/ Pages: 4127
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Foa Health - For Life

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Stt
No.

Théng so/ M ta

Parameter/ Description

Tiéu chuén

Specification

Chéip thujn

Acceptance

Ghi chi

Remarks

phdi ¢6 trong vong 36 gidr ké tir khi nhan duoc
théng béo yéu cau kiém tra, stra chiva dot xuét.

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),

11

Bao tri

Muaintenance

Bdo tri dinh ky 06 thang/lin trong sudt thoi
gian bao hanh.

Periodic maintenance every 6 months during

the entire warranty period.

Q Co/ Yes
U Khéng/ No

12

Phy kién thay thé

Replacement accessories

Sau thoi gian bdo hanh, nha cung cdp cam két
tiép tyc thye hién dich vy bao tri, hiéu chudn
néu khéch hang ¢6 yéu ciu va duy tri cung cép
cdc phy timg, phu kién thay thé, phu kién ning
céip trong vong it nhét 10 nam.

After the warranty period, the supplier
commits fo conlinue performing maintenance
and calibration services if the customer
requires them, and to maintain the supply of
spare parts, replacement accessories, and

upgrade accessories for at least 10 years,

O Co/ Yes
O Khéng/ No

13

Do tao lﬁp dat va
van hanh
Installation and

operational training

Lﬁp dat va hudémg din sir dung/bao tri thiét bi
(> 02 budi) phai do can by k§ thuit cia nha
cung cAp di duge dao tao dam nhiém.

Installation and training on  equipment
usage/mainfenance (> 2 sessions) must be

performed by the supplier's trained technical

O Co/ Yes
U Khong/ No

Lin ban hanh/ Version. 0
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Fest Health - For Life

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Stt Théng s6/ Mé ti Tiéu chuén Chép thufin | Ghi cha
No. | Parameter/ Description Specification Acceptance | Remarks
_ staff.
Thoi gian bédo hanh khéng duoc it hon 12
th khi hoan thanh nghiém thu thiét bj.
Bo hinh AREESMNIL Soan Wpme AR LEWIMRL DY, || ot
14 Warran ‘fod should not be less than 12
n—— rranty perio not be less than 0 Khong/ No
months  after  completion of  equipment
commissioning.
4. YEU CAU CUA NGUO1 SU DUNG/ USER REQUIREMENTS
Stt Théng so/ Mé ta Tiéu chuin Chiép thufn | Ghichd
No. | Parameter/ Description Specification Acceptance | Remarks
Méy phai c6 bang nhén dang véi tén nhd san
xudt, ndm san xuft, mdu ma, sé seri va miec
tiéu thu digén ning.
o g g;; : 0 Co/ Yes
The equipment showld have the identification
i ficatio O Khong/ No
plate  with  the  manufacturer  name,
manufacturing year, model, serial number and
power consumption.
] Nhan nhéin dang Cdc bd phén chinh va cdc thiét bi do luomg/ 1
Label identification | cam bién (néu c6) phai duoe x4c dinh va dénh
mi s, Q Co/ Yes
The main components and the measuring | Q Khong/ No
devices(sensors) must be identified and
numbered.
Phai xéc dinh va ligt ké tit ca cdc b phdn ciia
" ¢ £ 0 Cé/ Yes
thiét bi. ‘
Q Khéng/ No
All components have to be identified and listed.
. Phai hiéu chuidn cho cic hé théng quang hoc o
Tinh niing hiéu chuén 5 s : Q Co/ Yes
2 cua thiét bi (dén D2, khe sang, guong, v.v.) .
Calibration feature = . _ O Khong/ No
There must be calibration for measuring
Léan ban hanh/ Version: 01 Trang/ Pages: 6/27
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For Health - For Life

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Metal/ Now-metal parts shall be cleanable
with suitable agents (Isopropanol, Ethanol,

Stt | Thong sé/ Mo ta Titu chudn " Chéip thugn | Ghi ché
No. | Parameter/ Description Specification Acceptance | Remarks
o devices for optical system of the equipment (D2
lamp, slit, mirror, eic.).
Trong trudmg hgp méy gip sy cd hodc mit két
nbi véi cac hé thong tign ich, mdy phai ¢6 céc
thiét bj bao vé cin thiét d& dam bao ring
ngudi van hanh, thiét bj va sin pham vin &
trong tinh trang an toan, U Co/ Yes
In the event of equipment malfunction or loss | & Khong/ No
of utilities, the unit must contain all necessary
protection devices to ensure that the operator,
equipment and the product remain in a safe
3 g;’;:{ nang an toan condition.
ety Jeanee Thiét bi c6 tinh néing néi dit 0 C6/ Yes
The equipment has earthling function. U Khéng/ No
Dit lidu cia thiét bj phai duge gitr nguyén
sau khi mét dién. Q Co/ Yes
Equipment data must be retained afier power | 1 Khong/ No
failure,
Thiét bi tu dong ngimng khi qua tai. ey
The equipment automatically stops when O Khong/ No
overload.
DE dang vé sinh cdc bé mit. O C4/ Yes
Easv to clean all surfaces. 1 Khéng/ No
Cac bd phan kim logi/ khong phai kim loai
4 Tinh ning v¢ sinh phai c6 kha ning vé sinh v&i nhimg chét
Cleaning feature phu hop (Isopropanol, Ethanol, Natri lauryl | O C6/ Yes
sulfat, v.v.). U Khong/ No

Lin ban hanh/ Version: 01

Trang/ Pages:
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For Health - For Life

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Sit Théng sb/ M ti Titu chuin Chép thuéin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
sodium lauryl sulfate, etc.). -
Két cAu cia céc bd phin cta thiét bi phai
cho phép thio lip va thay déi dé dang dé
5 Tinh ning béo tri tiép can viéc bao tri. 0 Co/ Yes
Maintenance feature | Construction of all equipment parts shall | @ Khéng/ No
enable easy removal and exchange for
maintenance access.
H¢ théng quang hoe: loai 2 chum tia. U Co/ Yes
Optical System: Dual-beam model. U Khong/ Ne
Khoang cach gitra 2 chim tia sang: > 100 mm. | U Co6/ Yes
Distance between two light beams > 100 mm. 0 Khong/ No
Khong bude séng van hanh: 190+ 1100 nm, | 0 C6/ Yes
Operating Wavelength Range 190+ 1100 nm. | @ Khéng/ No
Khoang cai dit bude nhay: <0.1 nm. Q Cé/ Yes
Wavelength setting interval (step size) < 0.1 nm | Q Khong/ No
D9 rgng khe sang: 0.5 + 1 nm. Q Co/ Yes
Céc thong sb Spectral Bandwidth (Slit Width) 0.5 + | nm. Q Khéng/ No
6 | hoat dong D§ chinh xdc bude song: < 0.1 nm., Q Co/ Yes
Process parameters Wavelength Accuracy < (.1 nm. U Khong/ No
Do lip lai bude song: < 0.1 nm. U Co/ Yes
Wavelength Repeatability < 0.1 nm. 0 Khéng/ No
Tde d§ chuyén bude song: > 29.000 nm/phut. '
Wavelength Slew Rate (Wavelength Change s
Speed) = 29.000 nm/phuit, = Koo
Tée dd quét bude séng: 2 + 3000 nm/phnt. 0 Co/ Yes i
Wavelength Scanning Speed 2 + 3000 nm/phit | 1 Khéng/ No
Dily tric quang: — 4.0000 + 4.0000 Abs. Q Cof Yes
Photometric Range — 4.0000 + 4.0000 Abs U Khéng/ Neo
Lén ban hanh/ Version: 01 Trang/ Pages: 8/27
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MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Stt |  Thong sé/ Mé ta Tiéu chufin Chdp thugn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Day transmit trong khoang: 0 + 4{1(]?/4.. O Co/ Yes
Transmittance Range 0+ 400% Transmit. O Khéng/ No
D§ chinh xéc tric quang .
Photometric Accuracy
« £ 0,002 Abs tai/ af 0.5 Abs. = et
» £+ ().004 Abs tai/ ar 1.0 Abs. = Ehiel No
* 4 0.006 Abs tai/ ar 2.0 Abs.
Dé lap lai triic quang
Photometric Repeatability
* £ (.0002 Abs tai/ at 0.5 Abs. =l Cof Yes
«+ 0.0002 Abs tai/ af 1.0 Abs. RER R
» £ 0.0010 Abs tai/ at 2.0 Abs
D6 bn dinh dudmg nén: < 0.0003 Abs/gid 0 Co/ Yes
Baseline Stability < 0.0003 Abs/gi¢ (700 nm) 0 Khéng/ No
D phing dudmg nén < 0.0006 Abs Q C6/ Yes
Baseline Flatness < 0.0006 Abs L Khong/ No
D¢ nhidu: <0.00005 Abs (700 nm) 0 Co/ Yes
Noise < 0.00005 Abs (700 nm) O Khéng/ No
Anh sang lac: <0.02% tai 220 nm va 340 nm O C6/ Yes N
Stray Light <0.02% at 220 nm va 340 nm M Khéng/ No
Déu do: Silicon photodiode 0 Co/ Yes
Detector. Silicon photodiode QO Khéng/ No
Hién thj tin hiéu: man hinh cam tmg mau 7" | Q Co/ Yes
Signal Display 7" color LCD touchscreen 3 Khong/ No
Ngudn sdng: dén Halogen / Deuterium (D32). O Co/ Yes
Light Source: Halogen / Deuterium (D2). O Khong/ No
B9 don sic: grade blazed holographic grating | 0 C6/ Yes
Lan ban hanh/ Fersion: 01 Trang/ Pages: 9/27
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For Health - For Life

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

W NETD &=

Stt Thong sd/ M ta Tiéu chuiin Chép thufn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Grating: Grade blazed holographic grating L Khéng/ No
Cé thé diéu chinh vj tri ngudn sang ty dong 0 Co/ Yes
Has an automatic light source position 0 Khong/ No
adjustment function,
C6 thé hoat dong ddc 14p qua man hinh cam
tmg hoic két ndi bing phin mém trén may tinh, | O C6/ Yes
Can operate independently via the touchsereen | Q Khéng/ No
or by connecting to software on a computer.
HE tro it nhit 5 ngén ngit (khéng bao gdm
tiéng Anh), O Co/ Yes
Supports at least 5 languages (not including | Q Khong/ No
English).
Cé chire néng ti chuyén trang thai cho/batlai | 0 €6/ Yes
Has an automatic Sleep/Wakeup function. O Khong/ No
7 Chite E1ang C6 thé ty dong lién két chuyén déi bude song | Q Co/ Yes
Functions
Automatic linked wavelength switching. 0 Khéng/ No
Co chirc ndng ty dong hiéu chudn budc song
dinh ky bing ngubn sang ndi chufn hoic bd
chuan buéc song tich hop, dam bdo dé chinh
xéc clia phé do. Q Co/ Yes
Automatic ~ periodic wavelength calibration | 3 Khong/ No
using an internal light source or an integrated
wavelength standard, ensuring the accuracy of
the measured spectrum.
Cé chire ning kiém sodt nhiét do cell do (mAu
thir va méu dbi chiéu). Q Co/ Yes
Control the temperature of the measurement | Q Khong/ No
cells (sample and reference).
Lan ban hanh/ Version. 0] Trang/ Pages:
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Fos Health « For Life

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Théng s6/ M ti

Parameter/ Description

Tiéu chuin

Specification

Chip thujn

Acceptance

Ghi cha
Remarks

Cf}ng két nébi: Bluetooth, Ethernet (LAN),
USB-A, USB-C va RS232 d& két ndi méy tinh,
may in.

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

compuler or printer.

O Co/ Yes
O Khong/ No

Céc canh bdo duge hién thj trén méan hinh kém
véi &m thanh canh bao. Thiét bj khéng thé hoat
ddng khi chua xir ly cac canh béo.

The alarms are displayed on the screen
along with the warning sound. The
equipment cannol operate when the alarms

are nol solved.

Q Co/ Yes
Q Khong/ No

Vit liéu ché tao
8 | Materials of

consiryction

Jouling,

Vit liéu sir dyng trong hé théng 1a loai: chéng
bdm bin, chéng &n mon, chiu duge acid/base,
tuong thich véi nhidu loai dung mdi hitu co va
nuae.

The material used in the system are: anti-
anti-corrosion, acid/base resistant,
compatible with many types of organic solvents

and waler.

QO Co/ Yes
0 Khéng/ No

9 Dao tao
Training

Nha cung cdp phéi chi 18 va cung cp tai liéu
chuong trinh dao tao cho nhén vién vin hanh
vil nhan vién k¥ thuit

The vendor has to specify and provide the
document of the training program for the

operating and technical personnel.

Q Cof Yes
U Khéng/ No

Céc budi ddo tao riéng biét s duge tb chire cho

nhén vién vén hanh va nhén vién k¥ thudt

0 Co/ Yes
[ Khong/ No

Lin ban hanh/ Version: 01

Trang/ Pages:
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For Health - For Lite

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Stt
No.

Thong sb/ Mb ti

Parameter/ Description

Tiéu chufin
Specification

Chép thugn

Aeceptance

Ghi ehn
Remarks

Separate training sessions have to be

organized for: Operators and technical

personnel.

10

Phin mém diéu khién
Control software

Phin mém quan ly, didu khién hé théng cén,
thu thip va xir ly dir liéu, bdo cdo két qua cua
hing phai 12 phin mém méi nhit, c¢6 bin
quyén, dé sir dung va bao dudmg.

The management and control sofiware for the

weighing  system, data acquisition and
processing, and results reporting must be the
latest version from the manufacturer, licensed,

easy to use, and easy to maintain.

Q Cof Yes
O Khéng/ No

Tuéin thi huéng ddn GAMPS, dép g tbi thidu
Category 4.

Compliant with GAMPS guidelines, meeting at
least Category 4

Q Co/ Yes
O Khong/ Ne

C6 kha ning két ndi, truyén va ddng bo dit lidu
véi cdc phin mém MES, SCADA, LIMS, hoic
hé théng quén 1y GMP,

Capable of connecting, transmitting, and
synchronizing data with MES, SCADA, LIMS,

sofiware, or a GMP management system.

Q Cof Yes
Q Khéng/ No

C6 chite ndng xudt/gui dit liéu do trye tiép dén
bang tinh Excel.
Capable of exporting/sending measurement

data directly to an Excel spreadsheet.

O Cof Yes
0 Khéng/ Ne

C6 chitc ning tw kiém tra tinh trang hé théng
trudre khi vdn hanh, phét hién 18i ty dong va

dua ra théng béo 13i chi tiét.

0 Co/ Yes
[ Khéng/ No

LAn ban hanh/ Version: 01

Trang/ Pages:
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MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Stt Théng s6/ Mb ti Tiéu chuén Chip thujn | Ghi chii
No. | Parameter/ Description Specification Acceptance | Remarks
It has a function for automatic system status | O
check before operation, automatic error
detection, and detailed error notifications.
C6 thé vén hanh nhidu ché do do (> 06) -
* Ché do quang phd (chdng phd, phin tich
phong dodn, dao ham, tinh toan mau sic, do
film, phan xa mét trdi, UPF).
» Ché d6 dinh luvong (dudmg cong 1 diém, da
diém, K-factor),
* Ché d§ tric quang (do nhidu budc song > 8§
bude song).
« Ché do dong hoc enzyme (1 + 9999
gidy/phut).
» Ché dd quét thasi gian (1 + 9999 gidy/phat).
» Ché do sinh hoc (tinh todn ndng do
DNA/Protein). Q Co/ Yes
Can operate in multiple measurement modes (> | Khong/ No
6 modes):
*  Spectrum mode (spectrum  overlay,
predictive  analysis,  derivative,  color
calculation, film thickness, solar reflectance,
UPF).
* Quantitation mode (I-point curve, multi-
point, K-factor).
*  Photometric mode  (multi-wavelength
measurement = 8 wavelengths).
*  Enzyme kinetics mode (1 + 9999
seconds/minute),
* Time scan mode (I + 9999 seconds/minute).
Léan ban hanly Version; 01 Trang/ Pages: [3;’2'{
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For Health - For Life

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Stt | Théng sé/ Mo ti Tiéu chufin Chiip thuin | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
* Biological mode (DNA/Protein calculated
conceniration).
C6 thé tuong thich va didu khién duoc cdc thiét
bj ctia nhiéu hiing khéc nhau (> 04 hang), 0 Co/ Yes
Compatible with and capable of controlling Q Khong/ No
spectrophotometer from various manufacturers
(= 4 manuyfacturers).
C6 khd nang ning cdp thanh phin mém didu
khién nhiéu h¢ théng trén cling mot thiét bi
méy tinh (= 10 hé théng). Q Co/ Yes
Upgradeable o control multiple specirophoto | A Khong/ No
systems on the same computer device (> 10
systems). 2
Co6 kha ndng truyén div liéu, didu khién hé
théng tir may tinh bang théng qua két ndi
Internet hodc mang LAN, Q Co/ Yes
Capable of data transmission and system | @ Khong/ No
conirol from a tablet via Internet or LAN
connection,
Co6 chuong trinh theo ddi, ghi lai va bao cdo
théng s6 tudi tho den, cell do, hé théng didu
nhiét va céc thong s6 quan trong khac trong
thori gian vén hanh hé thng, 0 Co/ Yes
It has a program to monitor, record and report | @ Khéng/ No
lamp life  parameters, measuring cells,
temperature  control  system, and other
important parameters during system operation.
Dép img vA tudn thi theo 21 CFR (FDA, | Q CO/ Yes
PIC/S, EU-GMP): 0 Khéng/ No
Lan ban hanh/ Fersion; 01 Trang/ Pages: 14/27
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MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

st RD-URS-005.00
St Théngsb/Moth | Ti¢u chuén Chiip thuiin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
» Bat bude login.
* Thiét 1dp va quan ly cac chinh sach bao mat
dé dam bao xir Iy dir ligu phi hop.
« Quan Iy quyén truy cdp va phin quyén ngudi
dung.
* Dinh dang xuét dir liéu; PDF va CSV/Excel
chuan [SO 8601,
* Luu tri¥ co s& dit liéwhd so dién tir dim bao
ALCOA+.
« Truy xuat ngudn goe dir liéu diy di théng qua
Audit Trails.
» Ty chinh va thyc thi chit ky dién tir dé thiét
lap trach nhiém.
» Ghi nhin ddy do hanh dong, thei gian, ngudi
thye hién va 1y do thay ddi dir liéu.
« Co tinh ning back-up tv dong dir litu vé
server dinh ky.
Meets and complies with 21 CFR (FDA, PIC/S,
EU-GMP):
* Mandatory login.
« Establish and manage security policies to
ensure appropriate data handling.
« Access rights management and user
permission assignment.
* Data export format: PDIF and CSViExcel
compliant with 1SO 8601,
* Database/electronic record storage ensuring
ALCOA+.
* [ull data traceability through Audit Trails.
» Customizable and enforceable electronic
Lan ban hanh/ Version. 01 Trang/ Pages: ISHEP?
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MAY QUANG PHO TU NGOAI KHA KIEN
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St | Théng sb/ M6 ta Tiéu chun Chép thuin | Ghi chd
No. | Parameter/ Description Specification Aceeptance | Remarks
o signatures to establish accountability,
* Full recording of actions, time, performer,
and reason for data changes.
* Automatic periodic data backup feature to the
server
Viée kiém sodt truy cip phdm mém s& déc lap
v6i hé diéu hanh va c6 thé dwoe cdu hinh. Mot
mé-dun danh cho cdc quan trj vién s& cé sn
trong phin mém, noi tit ca cdc tai khoan ngudi
ding duge duy tri (kich hoat, huy kich hoat). 0 C6/ Yes
The access control to the application shall be 0 Khéng/ No
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),
Cic théng sO sau diy c6 thé duge chu
hinh/dwgc thay déi bai tai khodn quén tri vién
theo yéu clu sir dung ctia khach hang:
» Chidu dai mét khéu.
» Thoi han higu lye ciia mét khéu,
* 86 lan diing nhdp sai truée khi tai khoan bi
bét hoat. Q Co/ Yes
The  following  parameter  can  be | 0 Khong/ No
configurable/ adjustable by administrator
account as per use requirements of the
customer:
« Length of password
« Validity period of password
* Number of failed logins until the account
Lén ban hanh/ Version: 01 Trang/ Pages: 16/27
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MAY QUANG PHO TU NGOAI KHA KIEN
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Stt Théng s6/ Mb ta

No. | Parameter/ Description

Tiéu chudn

Specification

Chép thuin

Acceptance

Ghi chii

Remarks

is disabled

Phin mém tr dong diing xuft sau mét khoang
thoi gian nhét dinh, 6 thé diéu chinh duge
The sofiware is awto-logo Jf afier certain,

configurable period.

1 Co/ Yes
L Khéng/ No

Vige xoé tai khoan/ bat hoat tai khoan khong
anh huémg dén lich sir dir lidu,

The deletion of account/ The inactivation
of the account shall not impact on the

historical data.

1 Co/ Yes
U Khéng/ No

11 | May tinh/ Computer

Mainboard: Asus TUF 2790 PLUS Wifi.

CPU: Intel® Core™ i7 Gen 14" (Turbo 5.4 GHz
- 33 MB).

Cooling: Deepcool LT520 Black/WH White
(AIO 240 mm).

RAM 32 GB DDRS Bus 4800 MHz.

VGA Card NDVIA GTX 1650 Super 4.0 GB.
SSD: 1024 GB NVMe™ PCIe® Gen 4.0
(7000/6000 MB/s).

PSU: 650 W 80 Plus Gold Corsair RM650e.
Monitor: 32" IPS 2K 1ms 165Hz HDR Ratio
16:9 Curved.

Communication port; HDMI, USB-B, USB-C,
VGA, DisplayPort 1.4,

Headsets bluetooth Pro 3 Type-C MFHP4,
WLAN Gbit, Wifi 6, Bluetooth 5.3, Webcam.
O8S Window 11 Pro 64 bit (offical).

MS Office 2024/365 (offical).

Optical wircless mouse and mechanical

O Co/ Yes
0 Khéng/ No

Lan ban hanh/ Fersion: 01
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MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Stt | Thong sb/ Mb ta Tiéu chufin Chép thuin | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
keyboard (with deskpad).
5. THONG TIN HE THONG PHU TRQ/ UTILITY AVAILABLE
Stt | Thong sb/ Mo ta Tiéu chuln Chép thugn | Ghichd
No. | Parameter/ Description Specification Acceptance | Remarks
1 Nguén dién cung cé'p 220V £ 10%; 2 phase; 50 Hz - Cé{ fes
Power supply O Khong/ No
- Str ciung dé lap dat may ban dau va sir dung
trong qué trinh vin hanh va thye hién cac bao
B{ tool-kit chinh hing | tri don gidn. O Co/ Yes
£ Official Toolkit set, Used for initial machine setup, operation, and | 1 Khong/ No
performing simple maintenance,
86 luong/ Quality: 01 bi/ set
DPén Halogen / D2 ; ' ) U Co/ Yes
3 Halogen | D2 Lamp S0 lugng lovahn 01, ey eey 0 Khong/ No
i Cuvet thity tinh Hellma | Chiéu dai quang/ Optical length 10 mm U Co/ Yes
Hellma glass cuvettes S6 lwong/ Quality: 02 céi/ unit () Khong/ No
Cuvet thach anh Hellma Chiéu dai quang/ Optical length 10 mm Q Co/ Yes
; Hellma quartz cuvettes | 86 lwong/ Quality: 02 céi/ unit O Khéng/ No
But cam (g p ‘ L O Co/ Yes
6 Stylus So6 lwong/ Quality: 01 cai/ unit 0 Khong/ No
Hdp dung cuvet chuyén
? dETg, ;cé kha nang P 0 C4/ Yes
chong am O lugmn uaiy: yel
Specialized cuvette box, ' ' = Kdng/ o
moisture-proof
Bj diéu nhiét cho cell Khodang nhiét dg: 7°C dén 60°C. 1 Co/f Yes
? do TCC-100 Temperature range: 7°C to 60°C. U Khong/ No
Lan ban hanh/ Version: 01 Trang/ Pages: 18/27
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For Health - For Life

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Stt
No.

Théng sé/ Mé ta

Tiéu chuin

Parameter/ Description Specification

Chép thufin

Acceptance

Ghi cha

Remarks

Temperature controller | PO chinh x4c nhiét dj diéu khién: + 0,1°C.

Jor measuring cell

Control temperature accuracy. + 0.1°C,
D§ ding nhiét d§ hién thi: + 0,5°C.

Display temperature accuracy: + 0.5°C.,

B¢ luu dién

Cong sult/ Capacity > 3000 VA/2700 W

S6 lugng de quy trong tich hop siin > 05 cdi.
Number of built-in batteries = 03 unit.

Thoi gian luu dién (70% tai) = 10 phat.
Backup time (70% load) > 10 minutes.

0 Co/ Yes
O Khong/ No

6. KIEM TRA VA FAT/ INSPECTION AND FAT

St
No.

Théng s6/ Mb ta
Parameter/
Description

Tiéu chufin
Specification

Chip thujn
Acceptance

Ghi chi
Remarks

FAT

May s& duge kiém tra tai noi san xudt boi nha san
xudt dudi sir gidm sat cia khach hang. Pham vi téi
thidu ctia FAT gdm:

» Kiém tra céc thanh phin co khi va dién

* Thir nghiém chirc ning may

« Kiém tra canh béo, khod lién djng

» Kiém tra cde tai lidu ctia hé théng
The equipment shall be checked at the

manufacturer site by the manufacturer under the

supervision of customer. Minimum scope of

FAT:
» Check of the mechanical and electrical
COMpONentSs.
* Test system functions

» Test alarms, interlocks

O C6/ Yes
O Khéng/ No

Léan ban hanh/ Fersion. 01

Trang/ Pages.

19/27

g

it R T ]

F—y

o

tf

H=



For Health - For Life

MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

Stt
No.

Thong s6/ M ta
Parameter/
Description

Tiéu chufn

Specification

Chép thudn
Acceptance

Ghi chn
Remarks

Thiét k& céu tric cta tai lidu 1Q phai tudn theo hé
théng d& cuong va bdo cdo (nha cung cfip soan thao
dé cuong, DCL kiém tra va phé duyét)

The design/ structure of the IQ-documents has to
Jollow

(protocol generation to be done by Vendor,

the protocol and report systematic

DCL reviews and approves).

Q Cé/f Yes
U Khéng/ No

Vigc danh gia lp dit s@ duge thyue hién boi nha
cung cfip va ghi nhin bai nhin vién ctia khéch hang
¢ nha may dudi sy giam sat ciia 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.

O Co/ Yes
O Khéng/ No

Pham vi téi thiéu cta 1Q:

» Kiém tra viéc lip dit va dén nhiin ctia bd phén
* Kiém tra vét liu clia céc b phén

» Kiém tra céc hé théng phu trg

Minimum scope of 10:

» Check of installation and tagging of
COMPONENLS,

» Check of material of components.

* Check of utility systems.

[ Co/ Yes
U Khéng/ No

0Q

Thiét k&/ cdu triic cta tai liéu OQ phéi tudn theo hé
théng dé cuong va béo cdo (nha cung cip soan thao
dé crong, 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 by Vendor, DCL

O Co/ Yes
Q Khéng/ Neo

Lin ban hanh/ Fersion: 01

Trang/ Pages:
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MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER

RD-URS-005.00

S
/ M t .
st | Thomgsd/ Mo Tiéu chufn Chéip thuin | Ghi chi
N ERAEID. Specification Acceptance | Remarks
. arn ]
3 Description PECs i e
reviews and approves).
Vige danh gia van hanh sé duge thue hién bai nha
cung cdp va ghi nhin bai nhin vién ctia khich hang
¥ nha may dudi iam sat ciia nhom CFT
¢ nha may dudi sy giam sat ciia nhom 0 C8/ Yes
The operation qualification will be conducted by O Khong/ No
vendor and recorded by the customer personnel
on the site of the customer and under the
supervision of CFT team.
Viée dénh gid higu ning s& duge chudn b va thuc
hi¢n béi khach hang véi sy tham gia ciia nha cung
cép. Q Co/ Yes
4 PQ i
The performance qualification will be prepared | D Khong/ No
and conducted by the customer with the
attendance of the vendor.
7. LAP DAT, VAN HANH THU, VA HE THONG HO SO TAI LIEU/
INSTALLATION, COMMISSIONING AND DOCUMENTARY
x A o
sti | Tromsal MOtk Tiéu chufin Chép thudn | Ghi chi
Parameter/ i .
No. . Specification Acceptance | Remarks
Deseription
Vige lip dat, ddnh gia va van hanh thir s& duoe thue
; hién tai nha mdy ctia khach hang boi nha cung cé
Lap ddt va vin ity 5 4 . i
dudi sy ho tro va gidm sat tiy phia khach hang,
hanh thir ) RTINS : ¢ 0 Co/ Yes
1 The installation, lificati ssioni
Vsl g altation, qualification and commissioning 0 Khéng/ No
L shall be conducted on the customer side by the
commissioning
vendor under supporting and supervision of the
customer side.
Lan ban hanh/ Version: 01 Trang/ Pages: 21/27
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MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER
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st | Thongso/ Mé ti Tiéu chudn Chép thuin | Ghi chi
No. Parameter/ Specification Acceptance | Remarks
Description
Nha cung cdp phdi cung cip cde hd so dé danh gid
thiét bj va chimg minh chét lugng cua thiét bi dap
Hé Ehé‘t‘lg tai liéu ung voi URS nay. U Co/ Yes
2
Documentation The vendor must provide the documents to qualify | B Khong/ No
the 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 Chéip thufn | Ghi chi
No. Stage Document details Acceptance | Remarks
Pic diém k§ thut thiét ké. Q Co/ Yes '
Saukhi dithing | pegion specification, 0 Khéng/ No
| Afier purchase -
ovcir Pic diém k§ thudt vé chirc néing, 0 Co/ Yes
Functional specification, U Khéng/ No
Ban v& chung. U Co/ Yes
General arrangement diagram, 0 Khéng/ No
) =g o 4 A
Danh gid thiet ke [ g5 45 néi dign. 0 Co/ Yes
2 Design E — _ 0
qualification ﬁt’ec.’nca wiring diagram. Khéng/ No
Ban vé ldp rép bang diéu khién, Q Cé/ Yes
Control panel assembly drawing. U Khong/ Ne
Trong qud trinh Dé cuong va béo cao 1Q. 0 Co/ Yes
vin  hanh  thi | /0 protocol and report, L Khong/ No
nghiém va dénh |53 /o va béo céo 0Q. Q Co/ Yes
3 |ga
» ong/
Durihg | 0Q protocol and report, U Khong/ No
commissioning | Chimg nhdn thir nghiém cua thiét bj, 0 Co/ Yes
and qualification | 1, certificate of the equipment. 0 Khéng/ No
Lan ban hanh/ Fersion: 01 Trang/ Pages: 22/27_
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MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER
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Stt Giai dogn Théng tin tai lifu Chip thufin | Ghicha
No. Stage Document details Acceptance | Remarks
o Gidy chimg nhan MOC. 0 C6f Yes
MOC certificates. (J Khéng/ No
Chimg nht xudt xt, Q Co/ Yes
Certificate of Origin (CO), 0 Khong/ No
Chimg nhin chét luong. 0 Co/ Yes i
Certificate of Quality (CQ). U Khéng/ No
Ching nhén dép (ng tiéu chuan GLP, ISO 17025,
CE/EMC, Q Co/ Yes
Certification of compliance with GLP, ISOQ 17025, | Q Khong/ No
CLE/EMC standards.
Tai liéu vé hidu ning (PQ/PV): danh gid rii ro cia
quy trinh, khuyén céo quy trinh, tdn sudt kidm soat
thiét bj dinh ky, dam bao tun thi nghiém ngit céc
yéu cau ciia USP, EP, JP hodic hd so dénh gid hiéu
ning thiét bi tai cdc phong thi nghiém dat chudn
GLP/ISO/IEC 17025 twong tur.
_ . O Cé/ Yes
Documentation on  Performance  Qualification 0 Khong/ No
(PO/PV):  assessment of process risks, process
recommendations, frequency of periodic equipment
control, ensuring strict compliance with USP, EP, JP
requirements, or documentation of equipment
performance assessment al similar GLP/ISO/IEC
17025 eertified laboratories.
Tai liéu danh gid cde rui ro cta thiét bi (FMEA). Q Co/ Yes
Documentation on equipment risk assessment. d Khéng/ No
Tai li¢u thiét bi tudn thi DSC, nhim hd trg cde quy
trinh QbD, A
U Khéng/ No
Equipment Documentation compliant with DSC
L.an ban hanh/ Version. 01 Trang/ Pages: 23/27
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MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER
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Stt Giai doan Thong tin tai li¢u Chip thudin | Ghi chi
No. Stage Document details Acceptance | Remarks
supporting QbD processes.
Tai ligu xdc minh hiéu nang thiét bi phtt hop véi muc
dich str dung.
Application  Suitability — Assessment:  Document b
verifying that the equipment’s performance is fit for oy e
its intended use.
Béo cdo hi¢u chuén theo ICH, USP <857, 0 Co/ Yes
Calibration Report according to ICH, USP. L Khdng/ No
S6 tay hudéng din sir dung phin mém. 0 Co/ Yes
Instruction manual for software. = Khéng/ No
S6 huéng dén van hanh va bao tri, 0 Co/ Yes
Operational and maintenance manual, 0 Khéng/ No
Hudng din xir Iy sy cd. Q Co/ Yes
Troubleshooting guidance. O Khéng/ No
Danh sach cac hé so lién quan dén thiét bi.
Q Co/ Yes
List of documentation which are associated with the
_ 0 Khéng/ No
equIpment,
Danh sach cac by phin dién voi thong tin nhu loai,
cong sudt dinh mirc, nha cung cép, v.v. U Cof Yes
Cée danh séch Electrical component list with information such as | 4 Khéng/ No
4 dinh kém type, rated power, vendor, efc.
Ihe attached lists Danh siach cdc phy ting (co khi, dién, dung cu,
loc) dwge khuyén cdo boi nha cung cép. O Co/ Yes
Spare  parts  list  (mechanical,  electrical, | 14 Khong/ No
instrument, jilter) recommended by vendor.
Danh sdch cac canh béo O Co/ Yes
Alarm/ Warning list O Khéng/ No
Lén ban hanh/ Version: 01 Trang/ Pages: 24127
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MAY QUANG PHO TU NGOAI KHA KIEN
UV-VIS SPECTROPHOTOMETER
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Stt
No.

Stage

Giai doan

Théng tin tii li¢u

Document details

Chéip thugn

Acceptance

Ghi chi

Remarks

Danh séch chit béi tron véi lich trinh str dung cic
chiét bdi tron dé cho biét loai va cdp chét bai tron
cdn thiét cho thiét bj duoc cung cdp

Lubricant  lists with lubricant schedule (o
indicate type and grade of lubricants required for

all equipment supplied,

U Co/ Yes
0 Khong/ No

Danh séch tién ich cho biét cac thong s6 k§ thudt cia

cée tién ich cén thiét cho viée khoi dong va viin hanh

thiét bj. Q Co/ Yes
Ulility list to indicate technical parameters of all | L Khong/ No
utilities required to start and operate the

equipment.

9. PHUONG AN LAM VIEC/ WORK EXECUTION METHODOLOGY

Nha cung cdp phai theo phuong én lam viée sau:
= URS duge giri cho cac nha cung cﬁp duge chon.
- Nha cung cdp giri dé xuét k§ thudt voi chi tiét
duge ghi nhén trong URS di duoe didn véi céc
tai liéu hd trg, cde ban v&, v.v. va cdc thdng tin bd
sung néu ¢o.
- Thao ludn ky thudt, hodn thién va viée phé
duyét URS tir nhd cung cdp ciing nhu khach
hang.
- Nha cung cip giri DQ véi cdc tai lidu, cac ban
v, cde bang dit lidu, v.v.
- Phé duyét DQ.
= Thir nghiém nghiém thu tai nha may cta nha
cung cip néu duge yéu ciu.
- Lip dat thiét bj.
- Danh gi lap dat.

Lan ban hanh/ Fersion: 01

Vendor has to follow this execution methodology:
- URS is given to selected vendors.
- Vendor submits his technical offer with

in the filled URS with

support documents, drawings, ete. &

details recorded
all
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 aceeptance test if required

- Installation,

- Installation qualification.

Trang/ Pages: 25/27
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\J UV-VIS SPECTROPHOTOMETER
et RD-URS-005.00
- Pénh gid viin hanh/ Vén hanh thir nghiém., - Operational qualification/ Commissioning.

10. LICH GIAO HANG/ DELIVERY SCHEDULE

Nha cung cdp g biéu db cho cde hoat déng 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 DUQC PHAM CUU LONG | CUU LONG PHARMACEUTICAL JOINT
(Dja chi: Sé 150, dudmg 14/9, phuong Thanh Dire, | STOCK COMPANY. (Address: Number 150,
tinh Vinh Long, Viét Nam) Street 14/9, Thanh Duc Ward, Vinh Long

Province, Viet Nam).

12. PHUONG THUC VAN CHUYEN/ MODE OF TRANSPORT
Dua trén thoa thuéin cua nha cung cp véi khich | Based on the agreement of the supplier with the

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

13. TAI LIEU DiNH KEM/ ATTACHMENTS

NA
14. TAI LIEU THAM KHAO/ REFERENCES X
NA ;
15. TU VIET TAT/ ABBREVIATIONS y
Dang rit gon Dang hodn chinh g
Short form Full form

CFT B6 phén chirc ndng lién quan/ Cross-Functional Team

FAT Kiém tra nghiém thu tai nha may/ Factory acceptance test

URS Yéu cau ky thudt ciia nguoi sir dung/ User requirement specification

GLP Thue hanh t&t phong thi nghiém/ Good Laboratory Practice |

1SO T4 chite Tiéu chuén héa Qudc &/ International Organization for Standardization

CE Su pht hgp ctia Chiu Aw/ Conformité Européenne
Lan ban hanh/ Fersion: 01 Trang/ Pages: 26#2’;—'_
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DQ Dénh gia thiét ké/ Design Qualification
Q Dénh gid lap dat/ Installation Qualification
0Q Dénh gia vin hanh/ Operational Qualification
PQ Diénh gia hi¢u nang/ Performance Qualification
PV Xéc minh hiéu nang/ Performance Verification
USP Dugc dién Hoa Ky/ United States Pharmacopeia
EP Duge dién Chau Aw/ European Pharmacopoeia
Ip Dugc dién Nhit Ban/ Japanese Pharmacopoeia
FMEA Phén tich cac ché dd sai hong va anh hudng/ Failure Modes and Effects Analysis
DSC Phuong phap do nhi¢t luong quét vi sai/ Differential Scanning Calorimetry
QbD Chiéit lugng boi thiét k&/ Quality by Design
SLA Thoa thudn mure d§ dich vy/ Service Level Agreement
- CONG TY CO PHAN DUGC PHAM CUU LONG/ CUU LONG PHARMACEUTICAL,
JOINT STOCK COMPANY :
L l//
16. LICH SU THAY DOV REVISION HISTORY
S6 thir tw An bén sb Ni dung thay dbi Ngay higu lye
No. Version No. Content of change Effective Date
Ban hanh I4n ddu tién
01 00 )
The first issue
- END OF DOCUMENT -
Lan ban hanh/ Version: 01 Trang/ Pages: 2727
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For Health - For Life

HE THONG LQC NUGC SIEU SACH

PURIFICATION SYSTEM

RD-URS-006.00

1. MUC PiCH/ OBJECTIVE

Muc tiéu ctia tai lidu nay 12 x4c dinh yéu ciu cia | Objective of this document is to specify  the

ngudi ding déi voi thiét bi/ hé thing duoe dé

cip vé cong suat/dau ra, kiém sodt quy trinh. ...

ete.

2. PHAM VI AP DUNG/ SCOPE

URS nay chi 4p dung cho HE THONG LOC
NUGC SIEU SACH duge lip dat tai phong

requirement of user for the mentioned equipment/

system with respect to capacity/output, process control,

This URS is applicable only for PURIFICATION
SYSTEM which is installed at R&D department of CUU

Nghién ctru va Phét trién cia CONG TY CO | LONG PHARMACEUTICAL JOINT STOCK
PHAN DUQC PHAM CUU LONG. COMPANY.
3. TONG QUAN/ OVERVIEW
Stt |  Thong sé/ M6 ta Tiéu chudn | Chéipthugn | Ghichs
No. | Parameter/ Description Specification Acceptance | Remarks
; i::ﬁi;;:::me HE THONG LOC NUGC SIEU SACH - Cé{ Yes
ol PURIFICATION SYSTEM U Khéng/ No
Cung céip dung méi 1y tuéng cho céc img dung
phén tich va nghién ciru tdi quan trong trong
phong thi nghiém bao gbm: HPLC, LC-MS,
ICP-MS, chuén bji miu cho dién di, nuéi cdy
md pha ché dung dich chuén/dung dich dém
Mue dich sirdung cho cédc phép phin tich siéu nhay/ Provides the 00 Co/ Yes
2 Trtended s ideal solvent for critical analytical and 0 Khong/ No
research applications in the laboratory, where
even (race amounts of contaminants could
compromise  results,  These  applications
include: HPLC, LC-MS, ICP-MS, sample
preparation for electrophoresis, mammalian
cell  culture, and the preparation of

Lan ban hanh/ Fersion: 01

Trang/ Pages.
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DCL?

Fowr Health - For Lite

HE THONG LQC NUOC SIEU SACH

PURIFICATION SYSTEM

RD-URS-006.00

Stt Théng s6/ Mé ti Tiéu chufin Chép thuin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
— | standard/buffer solutions for sensitive analyses.
A s & TR A
S0 thiét by yéu cau N 0 Co/ Yes
3 ipme.
No. of equipment 0 Khéng/ No
required
Nha cung cdp 6 trach nhiém vén chuyén thiét
bi dén nha méy ctia khach hang. Phai lidt ké tat
Vin chuyén ca é.nhu'ng. by phin bét bude, cic by phin con 0 Cé/ Yes
4 iéu.
Delivery B O Khéng/ No
The vendor is responsible for transporting the
equipment to the customer site. All required
components, missing parts must be listed.
Thiét ké thiét bj cu thé phai duge givi dén khach
4 .
Thiét ké thiét bi PRI Sl BRI R i 0 C6/ Yes
5 Al . i # o a s
Bisslandf thessqulinmmant The specified designs of the equipment must be 0 Khéng/ No
sent o the customer for reviewing and
choosing.
X#c dinh pham vi Thiét b phai hoat déng dn dinh & diéu ki¢n:
. 15+ 35°C, < 80% RH. U Co/ Yes
§ | 0 Khong/ N
Th pme st of - ong/ No
Field identification e equipment musi operate stably ai the 2
condition: 10+ 35°C, <80% RH.
g Ngon ngit Tiéng Anh. 0 Co/ Yes
Language English, U Khong/ No
. May méi 100% duoe san xudt tir ndm 2025, :
Nim sén xuat _ Q Cof Yes
g Must be 100% new, manufactured from 2025
Year of manufaciure O Khdng/ No
onwards.
. Xuit xtt Nhét, M§ hotic Chiu Au 0 Co/ Yes
Origin Japan or USA or Europe U Khéng/ No
10 | H& trg k¥ thudt Nha cung cdp phai cam két hd trg k§ thudt | O Co/ Yes
Lan ban hanl/ Version: 01 Trang/ Pages: 4/25

"

N S Y s



HE THONG LQC NUGC SIEU SACH
DCL } PURIFICATION SYSTEM
Foe Health - For Life RD-UI{S-“U’E.”U

Stt Thong s6/ Mb ta Tiéu chufin Chép thuin

No. | Parameter/ Description Specification Acceptance

Ghi chi

Remarks

Service 24/7 (true tiép hodic gidn 1iép], cén bd k¥ thudt | O Khéng/ No
phai ¢6 trong vong 36 givr k& tir khi nhén duge
thong bao yéu cdu kiém tra, sira chira dot xuét,

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 sudt thoi
i Bao tri gian béo hanh, O Co/ Yes
Maintenance Periodic maintenance every 6 months during | @ Khoéng/ No

the entire warranty period.

Sau thisi gian bdo hanh, nha cung cdp cam két
tiép tuc thuc hién dich vy bao tri, hidu chudn
néu khéch hang c6 yéu ciu va duy tri cung cdp
céc phy ting, phy kién thay thé, phy kién ning
cdp trong vong it nhét 10 nim.

Phu kién thay thé O Cé/ Yes
12 After the warranty period, the supplier )
Replacement accessories Q) Khong/ No
commils to continue performing maintenance
and calibration services if the customer
requires them, and to maintain the supply of
spare parts, replacement accessories, and

upgrade accessories for at least 10 years.

Lip dit va hudng din sir dung/bio tri thiét bj
Pao tao ldp dat va (> 02 budi) phai do can bd k¥ thudt clia nha
viin hanh cung cip di dugc dao tao dam nhiém. Q Co/ Yes
- Installation and Installation and  training  on  equipment |  Khong/ No
operational {raining usage/maintenance (= 2 sessions) must be

performed by the supplier's trained technical

LAn ban hanh/ Version: 01 Trang/ Pages:
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DCL?>

For Health - For Lite

HE THONG LOC NUOC SIEU SACH

PURIFICATION SYSTEM
RD-URS-006.00

St Thong s6/ Mé ta Tiéu chuéin Chéip thufin | Ghi cha
No. | Parameter/ Description Specification Acceptance | Remarks
staff. -
Thoi gian bao hanh khéng duge it hon 12
Bio hinh thang sau khi hoan thanh nghiém thu thiét bi. 0 .Co/ Yes
4 W ty period should not be less than 12
: Warranty M & ¢ rem A O Khong/ No
months  after completion of equipment
commissioning.
4. YEU CAU CUA NGUOI SUDUNG/ USER REQUIREMENTS
Stt Thing 6/ M6 ti Tiéu chuén Chéip thujin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
May phéi ¢6 bang nhdn dang v&i tén nha san
xufit, nim san xudt, mAu ma, sb seri va mirc
tiéu thy dién néng.
FAREERIRE 0 Co/ Yes
The equipment should have the identification
quip ave the identificatio 0 Khéng/ No
plate  with  the  manufacturer  name,
manufacturing year, model, serial number and
power consumption.
Céc bd phin chinh va cac thiét bi do ludmg/
MNhan nhan dang cam bié]l (néu Cé) phéli. dl.l'Q'C Xac di[’lh va danh
Label identification ma sd, 0 Co/ Yes
The main components and the measuring | @ Khong/ No
devices(sensors) must  be identified and
numbered.
Tét ca cac dubmg din vao va dudng ra (vi dy
dutmg day dién, nudc) phai duge xic dinh.
BG4 Shel, W) DA Crige 380y 0 C6/ Yes
Al inflows and outflows (for example:
f s P | 0 Khong! No
electrical wires, compressed air pipe) have to
be identified.
Lan ban hanh/ Version: 01 Trang/ Pages: 6/25
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HE THONG LOC NU'GC SIEU SACH
PURIFICATION SYSTEM
RD-URS-006.00

For Health - For Life

Stt Théng s6/ M ta Tiéu chudin Chap thudgn | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
Phai xac dinh va li¢t ké tét ca cdc bd phan ci
Lo : PR | o e
thiét bi.
O Khéng/ No
All components have to be identified and listed
Phéi hiéu chudn cho céc hé théng do lu-img_cila
- thiét b (TOC, do déin dién, v.v.)
Tinh nang hiéu chuan | . - | Co/ Yes
2 There must be calibration for measuring ﬂ
Calibration feature _ U Khdng/ No
devices system of the equipment (TOC,
conductivity, etc.).
Trong truémg hgp may gip sur ¢d hodic mit két
ndi v6i cac hé thdng tién ich, may phai c6 cde
thiét bi bao vé cén thiét dé dam bao ring
ngudi vén hanh, thiét bi va san phim vin o
trong tinh trang an toan. O Co/ Yes
In the event of equipment malfunction or loss | Khong/ No
of utilities, the unit must contain all necessary
protection devices to ensure that the operator,
equipment and the product remain in a safe
condition.
5 Tinh “é.ng an todn Thiét bj cd tinh ning ndi dét. U Co/ Yes
Safety feature
The equipment has earthling function. 0 Khéng/ No
Thiét bi phai c6 céc canh béo va khoa lién
dong. Danh sach nay ciing phai dugc cung
cdp cling vai cac tai liéu danh gia, 0 Co/ Yes
Equipment must have the alarms and | Q Khong/ No
interlocks. The list must be provided along
with the qualification documents.
Dit ligu ctia thiét bi phai d ir :
11:r;u cza itt bi phai dugc gitt nguyén | _ ., Yes
sau khi mat dién.
¢ 0 Khong/ No
Eqguipment data must be retained afier power
Lén ban hanh/ Version: 01 Trang/ Pages: 7/25
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DCL>

For Health - For LHe

HE THONG LQC NUGC SIEU SACH

PURIFICATION SYSTEM
RD-URS-006.00

Chép thugn

Stt Théng s6/ Mé ti Tiéu chuin Ghi chii
No. | Parameter/ Description Specification Acceptance | Remarks
Jailure. i
B D& dang vé sinh céc bé mit. Q Co/ Yes
Easy to clean all surfaces. O Khéng/ No
Céc b phin kim loai/ khéng phai kim loai
phai c6 kha ndng vé sinh véi nhimg chét
4 2 n‘ﬁng Sech phu hop (Isopropanol, Ethanol, Natri lauryl
Cleaning feature O Cof Yes
sulfat, v.v.). 0 Khong/ No
Metal/ Non-metal parts shall be cleanable
with suitable agents (Isopropanol, Ethanol,
sodium lauryl sulfate, etc.).
Két cdu cia cac by phén cua thiét bj phai
cho phép thio lip va thay ddi d& dang dé
5 | Tinh nang bio tr tiép can viée bao tri, O Co/ Yes
Maintenance feature Construction of all equipment parts shall | 0 Khong/ No
enable easy removal and exchange for
mainfenance access.
N Tée do dong luu lugng: 0.05 + 2,00 L/phut. U Co/ Yes
Flow rate: 0,05 + 2.00 L/min. U Khong/ No
Cong suét tdi da > 50.0 L/phit. Q Co/ Yes
Maximum capacity: > 50.0 L/min Q Khéng/ No
Dén UV 172/254 nm khong chira thiyy ngan. | 0 Co/ Yes
Ciic thong s6 Mercury-free 172/254 nm UV lamp. L Khong/ No
6 | hoat dong
Process parameters | Tudi tho dén: > 3000 gidr hoat dong lientye. | O CO/ Yes
Lamp shelf-llife > 3000 hours U Khong/ No
Tiy chon céc loai loe cudi theo tmg dung > 06
loai. O Co/ Yes
Optional final filters based on application: > | O Khong/ No
06 types.
Lén ban hanh/ Version: 01 Trang/ Pages: 8/25
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For Health - For Life

HE THONG LQC NUOC SIEU SACH

PURIFICATION SYSTEM
RD-URS-006.00

Stt Théng sé/ M ti Tiéu chuin Chép thufn | Ghicha
No. | Parameter/ Description Specification Acceptance | Remarks
Hién thi tin hiéu: man hinh cam tmg mau. Q Co/ Yes
Signal Display color LCD touchscreen. U Khong/ No
Str dung cong ngh¢ A10 TOC Monitoring dong
vai trd nhu by do TOC ddc ldp trong hé théng
vol dé chinh xac cao. U Co/ Yes
Uses A10 TOC Monitoring technology, which | O Khong/ No
acts as a high-accuracy standalone TOC meter
within the sysiem.
D6 6n khi van hanh: < 50 dB & khoang cach 1m
Operating noise level: < 50 dB at a distance of i
! meter. = Khtns e
B C6 thé diéu chinh ché db 14y nude nho giot
drop-by-drop, el e
Adjustable drop-by-drop dispensing mode L
Co thé cai dit mirc thé tich cin 1dy dé tiét kiém
thoi gian khi 14y nuée. 0 Co/ Yes
Can set the required volume (volumetric | Q Khéng/ No
dispensing) to save time when dispensing water
;| Chtcniing C6 b phan phén phéi nude linh dong/tay Idy
Functions nurde Q-POD véi chite ning tudn hodn nude, O C6/ Yes
A flexible water dispenser/Q-POD dispenser | D Khong/ No
with a water recirculation.
C6 kha ning tufin hoan 3 phit/giér dé& dam bao
chét Iugng nude va han ché nhidm,
O Co/ Yes
Capable of recirculating water for 3 0 Khong/ No
minutes/hour to ensure water quality and
prevent contamination,
Lan ban hanh/ Version. 0] Trang/ Pages: 9/25
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DCL>

e Health « For Life

HE THONG LOC NUOC SIEU SACH

PURIFICATION SYSTEM

RD-URS-006.00

Stt | Thongsé/ Mb ta Tiéu chuéin Chip thudn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
C6 thé ning cfp thanh nhiéu diém ldy nude (=
04 diém), Q Co/ Yes
Can be upgraded to have multiple dispensing | Q Khong/ No
points (= 4 points)
HB tro it nhit 5 ngdn ngir (khéng bao gom
tiéng Anh). Q Co/ Yes
Supports at least 5 languages (not including | L Khong/ No
English).
Co6 tich hgp chire néng kiém soat nhiét do dién
tlr va ¢6 sensor phat hi¢n ro ri dung méi.
0O Co/ Yes
Features integrated electronic temperature 0 Khong/ No
control functionality and a sensor for detecting
solvent leaks.
Cong két ndi: Bluetooth, Ethernet (LAN),
USB-A, USB-C va RS232 dé két n6i may tinh,
may in. O Co/ Yes
Connection ports: Bluetooth, Ethernet (LAN), | d Khong/ No
USB-A, USB-C, and RS232 for connecting fo a
computer or printer.
Céce cinh bdo dwoc hién thi trén man hinh kém
voi dm thanh canh bao. Thiét bj khéng thé hoat
dong khi chua xir ly céc canh béo. O Cof Yes
The alarms are displayed on the screen Q Khong/ No
along  with the warning sound. The
equipment cannol operate when the alarms
are not solved.
Chit lugmg nudce Do din dién ¢ 25°C <0.055 puS/cm, O Co/ Yes
b wier Quality Conductivity at 25°C: <0.055 uS/em. U Khong/ No
Lan ban hinl/ Version: 01 Trang/ Pages:
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HE THONG LOC NUGC SIEU SACH

PURIFICATION SYSTEM

RD-URS-006.00

Stt | Thong s/ Mb ta Tiéu chuin Chép thugn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Di¢n tré khang ¢ 25°C < 18.2 MQ/em. Q Cé/ Yes
Resistivity at 25°C: < 18.2 M§cm Q Khéng/ No
Ham luong TOC < 2.0 ppb. Q Co/ Yes
TOC content: < 2.0 ppb. QO Khong/ No
Ham luong tap DNA < 5.0 pg/ml. Q Co/ Yes
DNA impurity content. < 5.0 pg/ml. 0 Khéng/ No
Ham lwong tap RNA < 1.0 pg/ml. Q Cof Yes
RNA impurity content: < 1.0 pg/ml, O Khdng/ No
Ham lugng tap Protease < 0.15 meg/ml. O Co/ Yes
Protease impurity content: <0.15 meg/mi. QO Khéng/ Ne
A o
particle/mi. = Khong/ No
Poc 16 vi khuén (endotoxins) <0,001 EU/ml. | O Cé/ Yes
Bacterial endotoxins: <0.00] EL/ml. O Khéng/ No
Ham lwong vi sinh: <0,01 CFU/ml. O Co/ Yes
Microbial content: < 0.01 CFU/ml, O Khéng/ No
Vit li¢u sir dung trong hé théng 14 loai: r.:hf‘mg
bdm bén, chéng dn mon, chju duge acid/base,
. twong thich véi nhiéu loai dung mdi hitu co va
Vit li¢u ché tao — 0 Co/ Yes
? Ma!er:afs. i The material used in the system are. anti- | J Khong/ No
B fouling, anti-corrosion, acid’base resistant,
compatible with many types of organic solvents
and water.
Nha cung cdp phai chi rd va cung cép tai lidu
10 | Paotao chuong tgrinhpdl;u tao cho nhén v?én Sﬁn hé:th oL G T
Eralnlng va nhdn vién k¥ thuét e
Lan ban hanh/ Version: 01 Trang/ Pages: 11/25
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DCL?>

For Health « For Life

HE THONG LOC NUGC SIEU SACH

PURIFICATION SYSTEM

RD-URS-006.00

Stt

No.

Théng sb/ M6 ti

Parameter/ Description

Tiéu chuin

Specification

Chéip thujn

Acceptance

Ghi cha

Remarks

The vendor has to specify and provide the
document of the iraining program for the

operating and technical personnel

‘Céc budi dao tao riéng biét s& duge to chire cho

nhén vién van hanh va nhén vién k¥ thuat

Separate  training sessions have o be

organized for: Operators and technical

personnel.

Q Co/ Yes
Q1 Khéng/ No

A A o A + A
Phan mém diéu khién
Control software

Phin mém quéan 1y, diéu khién hé théng cén,
thu thdp va xir 1y dit liéu, bdo céo két qua cia
hing phdi 1 phin mém méi nhét, c6 ban
quyén, d& sir dung va bao dudng.

The management and control software for the
and

processing, and results reporting must be the

weighing  system, data  acquisition

latest version from the manufacturer, licensed,

easy lo use, and easy to maintain,

Q Cof Yes
O Khéng/ No

Tun thi huéng din GAMPS, dép (g tdi thiu
Category 4.

Compliant with GAMPS guidelines, meeting at
least Category 4

O Co/ Yes
O Khéng/ No

Cd kha nang két ndi, truyén va dﬁng b dir liéu
vGi cde phan mém MES, SCADA, LIMS, hoic
hé thong quén Iy GMP.

Capable of connecting, transmitting, and
synchronizing data with MES, SCADA, LIMS,

software, or a GMP management system.

Q Co/ Yes
U Khéng/ No

C6 chire ning xudt/gii dit lidu do trire tiép dén

bang tinh Excel.

Q Co/ Yes
0O Khéng/ No

Lén ban hanh/ Version: 01

Trang/ Pages:
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Fror Health - For Life

HE THONG LQC NUOC SIEU SACH

PURIFICATION SYSTEM
RD-URS-006.00

st
No,

Théng s6/ Mb ti

Parameter/ Description

Tiéu chufin

Specification

Chép thuin

Acceptance

Ghi chi

Remarks

Capable of exporting/sending measurement

data directly to an Excel spreadsheel,

C6 chirc niing ty kiém tra tinh trang hé théng
trude khi vin hanh, phat hién 15i ty dong va
dwa ra thong béo 15i chi tiét.

It has a function for automatic system status
check before

detection, and detailed error notifications.

operation, automatic error

O Co/ Yes
O Khéng/ No

C6 thé twong thich va diéu khién dwoc céc thiét
bi ciia nhidu hang khéc nhau (> 04 hing).

Compatible with and capable of controlling
various

Sfrom manufacturers (> 04

manufacturers).

Q Co/ Yes
0 Khéng/ No

C6 kha nang néng cép thanh phin mém didu

khién nhiéu hé théng trén cting mot thiét bi
méy tinh (> 10 hé thong).
Upgradeable to control multiple systems on the

same compuler device (2 10 systems).

O Co/ Yes
0 Khéng/ No

C6 kbd ning truyén dir lieu, diu khién he
théng tir méy tinh bang thong qua két ndi
Internet hodic mang LAN.

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

connection.

O Co/ Yes
U Khong/ No

C6 chuong trinh theo di, ghi lai va bdo cdo
théng s tudi tho deén, bo loc, hé théng cam
bién va cac théng s quan trong khéc trong théi
gian van hinh hé thong.

it has a program to monitor, record and report

O Co/ Yes
0 Khong/ No

LAn ban hanh/ Fersion. 01

Trang/ Pages:
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For Health - For Life

HE THONG LOC NUGC SIEU SACH

PURIFICATION SYSTEM
RD-URS-006.00

Stt Théong s6/ M ti Tiéu chudn Chiép thudn | Ghi cha
No. | Parameter/ Description Specification Acceptance | Remarks
lamp life parameters, filter, sensor system, and
other importani parameters during system
aperation,
Pdp Umg va tudn thi theo 21 CFR (FDA,
PIC/S, EU-GMP);
» Bit buje login.
» Thiét lap va quan ly cdc chinh sach bao mat
dé dam bao xir Iy dit liéu phi hop.
* Quan 1y quyén truy cdp va phin quyén
nguat ding,
» Dinh dang xudt dit lidu: PDF va CSV/Excel
chuén ISO 8601,
» Luu trit co s dit ligu/hd so dién tir dam bao
ALCOA+,
* Truy xudt ngudn gdc dit lidu diy di théng
qua Audit Trails, 0 Co/ Yes
* Tiiy chinh va thyc thi chit ky dién tir d& thiét 0 Khong/ No
lap trach nhig¢m.
» Ghi nhin diy dd hanh dfng, thdi gian,
ngudi thye hién va Iy do thay doi dit ligu,
* Co tinh niang back-up tr dong dir lidu vé
server dinh ky.
Meets and complies with 21 CFR (FDA, PIC/S,
EU-GMP):
* Mandatory login,
¢ 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
Lén ban hanh/ Version: 01 Trang/ Pages: 14/25
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Fior Health - fior Life

HE THONG LOC NUOC SIftU SACH

PURIFICATION SYSTEM
RD-URS-006.00

St
No.

Théng s6/ Mb ti

Parameter/ Description

Tiéu chuin

Specification

Chép thusin

Acceptance

Ghi chi

Remarks

compliant with ISO 8601,

*  Database/electronic  record  storage
ensuring ALCOA+.

* Full data traceability through Audit Trails.

* Customizable and enforceable electronic
signatures to establish accountability.

* Full recording of actions, time, performer,
and reason for data changes.

* Automatic periodic data backup feature to

the server

Viée kiém sodt truy cip phim mém s& doc lap
voi hé diéu hanh va ¢6 thé duge céu hinh, Mot
md-dun danh cho cdc quan trj vién s& c¢6 sin
trong phin mém, noi tit ca cac tai khoan ngudi
ding duge 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).

Q Cé/ Yes
0 Khéng/ No

5. THONG TIN HE THONG PHU TRQ/ UTILITY AVAILABLE

Stt
No.

Thong s6/ M ta

Parameter/ Description

Tiéu chuin
Specification

Chéip thudin

Acceptance

Ghi chi

Remarks

A 3% A&
Nguon dién cung cap

Power supply

220V + 10%; 2 phase; 50 Hz

Q Co/ Yes
0 Khong/ No

B¢ tool-kit chinh hing

Official Toolkit sel.

Sir dung dé lip dat may ban diu va sir dung
trong qua trinh van hanh va thuc hién cic bao

Q Co/ Yes
0 Khéng/ No

A % &
Lan ban hanh/ Fersion: 0|

Trang/ Pages:
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Few Health - For Life

HE THONG LQC NUOC SIEU SACH

PURIFICATION SYSTEM

RD-URS-006.00

Stt Thong so/ Mé ti Tiéu chuéin Chép thudn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
T tri don gian.
Used for initial machine setup, operation, and
performing simple maintenance,
86 lugng/ Quality: 01 b/ set.
B6 loc cudi Millipak®™ 0.22pm filter 0 Co/ Yes
3 ;
Final filter SO lugng/ Quality. 02 bg/ set. O Khéng/ Ne
i Bd phén phdi ZIQPOD000 Q-PODY Q Co/ Yes
Remote dispenser S lugng/ Quality: 01 bi/ set. O Khéng/ No
Man hinh cam ¢ iém 13 inch M3
Man hinh LCD an hinh cam Umg da diém 13 inc Q Co/ Yes
5 Capacitive multi-touch 13 inch M3
LCD touch screen y 0 Khong/ No
S6 lugng/ Quality: 01 céi/ unit
Hé thing loc IPAK Meta va IPAK Quanta Q Co/ Yes
6
Purification kit S6 lwgng/ Quality: 01 b/ set O Khéng/ No
Déy din 5m System-POD ZFCONN5SQ Q Co/ Yes
'
Connector 5m 86 lwrong/ Quality: 01 bo/ set O Khong/ Ne
Cong sudt/ Capacity > 3000 VA2700 W
$6 Iwgng Ac quy trong tich hop sén > 05 cai.
i At I 7T
15 | B6 luu dién Number of built-in batteries > 05 unit. -
Khong/ N
Thi gian lwu dién (70% ti) > 10 phit. S
Backup time (70% load) = 10 minutes.
6. KIEM TRA VA FAT/ INSPECTION AND FAT
Théng s6/ Mé ta
Stt 5 Tiéu chuin Chép thuin | Ghicha
No e Specificati Acceptance | Remark
. ation
Posaripiing pecific plance emarks
May s& dugc kiém tra tai noi san xudt bai nha san
xuit dudi sy gidm sét coa khach hang. Pham vi tdi | Q Co/ Yes
I FAT ; . <
thiéu ctia FAT gom: U Khong/ No
» Kiém tra cac thanh phén co khi va dién
Lan ban hanh/ Version: 01 Trang/ Pages: 16/25
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Théng s6/ Mé ti

Stt
Parameter/

No. g
Description

Tiéu chuéin
Specification

Chéip thudin
Acceptance

Ghi cha
Remarks

* Thir nghi¢m chire ning may

» Kiém tra canh bdo, khod lién dong

» Kiém tra céc ti lidu ctia hé théng
The equipment shall be checked at the
manufacturer site by the manufacturer under the
supervision of customer. Minimum scope of
FAT:

« Check of the mechanical and electrical

COMPOREnts.

* Test system functions

» Test alarms, interlocks

Thiét ké/ chu tric ctia tai ligu 1Q phéi tudn theo hé
théng dé cuong va béo cdo (nhd cung c¢dp soan thio
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).

0 Co/ Yes
O Khéng/ No

Viée danh gid lip dat s& duge thuc hién béi nha
cung cdp va ghi nhin boi nhén vién cia khach hang
& nha may dudi sy gidm st ciia 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.

QO Co/ Yes
Q Khdng/ No

Pham vi t6i thidu cta [Q:
» Kiém tra viéc dp diit va ddn nhan ciia by phén

» Kiém tra vit liéu ctia céc bd phin

» Kiém tra céc hé théng phu trg

O Co/ Yes
Q) Khéng/ No

Lén ban hanh/ Version: 01

Trang/ Pages:
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. F
/M
il | PEEEN G Tiéu chulln Chip thugn
Parameter/

No. Specification Acceptance
Description prep a1

Ghi chi
Remarks

Minimum scope of 1Q:

* Check of installation and tagging of
COMPOnents.

» Check of material of components.

» Check of wtility systems.

Thiét ké/ cu trac cia tai ligu OQ phai tuén theo hé
théng dé cuong va béo céo (nha cung cdp soan thao
d& cuong, DCL kiém tra va phé duyét)

The design/ structure of the OQ-documents has to

O Co/ Yes

U Khong/ No
Jollow the protocol and report systematic

(protocol generation to be done bv Vendor, DCL

reviews and approves).

Vige danh gia van hanh s& duge thye hién bai nha
cung céip va ghi nhén béi nhan vién cta khach hang

O nhd may dudi su gidm sat etia nhdm CFT
i Q Co/ Yes

The o tion qualification will be conducted by
pera qualification conducted b) 0 Khéng/ No

vendor and recorded by the customer personnel
on the site of the customer and under the

supervision of CFT team.

Vigc dénh gid hi¢u niing s& dugc chudn bj va thue
hién boi khach hing vai sy tham gia coa nha cung
cép. 0 Co/ Yes

The performance qualification will be prepared | @ Khong/ Ne
and conducted by the customer with the

attendance of the vendor,

Lan ban hanh/ Version: 01 Trang/ Pages:
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7. LAP PAT, VAN HANH THU, VA HE THONG HO SO TAI LIEU/
INSTALLATION, COMMISSIONING AND DOCUMENTARY

Stt Th‘f'“g s6/ Mf: @ Titu chudn Chép thugn | Ghi chi
No. nrm:r':erf:r Specification Acceptance | Remarks
Description
Vige Idp dit, danh gid va van hanh thir s8 duoc thuc
Lip &t vi vén hién tai n;n! méy ctia khéch hang bdi nha cung cép
dudi sy ho trgr va gidm sdt tir phia khéch hang.
hanh thir PRy e PR 0 Co/ Yes
] Installation and The installation, qualification and commissioning O Khong/ No
s ] shall be conducted on the customer side by the
commissioning
vendor under supporting and supervision of the
customer side.
Nha cung cap phéi cung cép céc hd so dé danh gid
thiét bi va chimg minh chét luong cta thiét bi dap
H¢ thing tai lidu | tmg véi URS nay. Q Co/ Yes
2
Documentation | The vendor must provide the documents to qualify | Q@ Khong/ No
the 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 Chip thuin | Ghi chi
No. Stage Document details Acceptance | Remarks
Dac diém ky thudt thidt ké, Q Co/ Yes
Sau khi dit hang Design specification. Q Khong/ No
| | After purchase -
ridor Dic diém ky thudt vé chirc ning. U Co/ Yes
Functional specification. U Khéng/ No
Ban vé chung, Q Co/ Yes
Dinh gid thiet kS | Goperqr arrangement diagram. 0 Khéng/ No
2 Design L -
qualification S0 do noi dién. Q Co/ Yes
Electrical wiring diagram. 0 Khéng/ No
LAn ban hanh/ Version: 01 Trang/ Pages: 19/25
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Stt Giai doan Théng tin tai li¢u Chéip thuin | Ghichi
No. Stage Document details Acceptance | Remarks
i | Ban v Hép rap bang didu khién. Q Co/ Yes
Control panel assembly drawing. 0 Khéng/ No
Pé cuomg va bio cdo 1Q. Q Co/ Yes
10 protocol and repori. QO Khéng/ No
Pé cuong va béo cdo 0Q. 0 Co/ Yes
O protocol and report. O Khéng/ No
Chimg nhén thir nghiém ciia thiét bi. O Co/ Yes
Test certificate of the equipment, O Khéng/ No
Gidy chirng nhin MOC. 0 Co/ Yes
MOC certificates. 0 Khong/ No
Chimg nhdt xudt xit, O Co/ Yes
Certificate of Origin (CO). O Khong/ No
Trong qud trinh | Chimg nhén chét lugng. O Co/ Yes
van  hanh  thir Certificate of Quality (CQ). Q Khéng/ No
nghiém va dénh : 4
3 | gia Chimg nhin dép Gng tiéu chuin GLP, ISO 17025, :
During CE/EMC., Q Co/ Yes |
commissioning Certification of compliance with GLP, 1SO 17025, | Q Khong/ No ;
and qualification o
CE/EMC standards.
Tai li¢u vé hiéu ning (PQ/PV): danh gid rii ro cia
quy trinh, khuyén cdo quy trinh, tin suat kiém soat
thiét bi dinh ky, ddm bdo tudn thi nghiém ngit céc
yéu ciu ctia USP, EP, JP hogic hd so danh gid hiéu
ning thiét bi tai cac phong thi nghiém dat chudn | O Co/ Yes
GLP/ISO/IEC 17025 twong tu. 0 Khéng/ No
Documentation  on  Performance  Qualification
(PO/PV): assessment of process risks, process
recommendations, frequency of periodic equipment
control, ensuring strict compliance with USP, EP, JP
Lin ban hanh/ Version: 01 Trang/ Pages: 20125
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Stt Giai doan Théng tin ti li¢u Chéip thuin | Ghichi
No. Stage Document details Acceptance | Remarks
requirements, or documentation of equipment
performance assessment at similar GLP/ASO/EC
17025 certified laboratories.
Tai lidgu danh gia cdc rui ro cta thiét bi (FMEA). 0 Co/ Yes
Documentation on equipment risk assessment. U Khong/ No
Tai lidu thiét bj tuin thu DSC, nhdm hd trg cic quy
trinh QbD. U Co/ Yes
Equipment Documentation compliant with DSC | Q Khong/ No
supporting QbD pracesses.
Tai liéu xéc minh hiéu ning thiét bi phu hop véi muc
dich sir dung.
Application  Suitability — Assessment:  Document G T
verifying that the equipment's performance is fit for L Kb/ N
its intended use.
Béo cdo hiéu chudn theo ICH, USP <857>. Q Cof Yes
Calibration Report according to ICH, USP. O Khéng/ No
S tay hudng din sir dung phin mém. Q Co/ Yes
Instruction manual for sofiware. U Khong/ No
$6 hudng dén vdn hanh va bao tri, 0 Cof Yes
Operational and maintenance manual. J Khéng/ No
Huéng dan xir Iy sy ¢. d Co/ Yes
Troubleshooting guidance. O Khéng/ No
Danh séch cac ho so lién quan dén thiét bi. O Co/ Yes
) ‘ List of documentation which are associated with the O Khong/ No
Céc danh sach equipment.
4 | dinh kém
The attached lists | Panh sich cic b phin dién voi thong tin nhur loai, O C&/ Yes
cong sudt dinh mirc, nha cung cép, v.v. 0 Khéng/ No
Electrical component list with information such as
Lén ban hanh/ Version: 01 Trang/ Pages: 21125
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St Giai doan Théng tin ti liéu Chép thugn | Ghi chd |
No. Stage Document details Acceptance | Remarks
lype, rated power, vendor, elc.
Danh sich cac phu timg (co khi, dién, dung cuy,
loc) duge khuyén cao bai nha cung cip. O Co/ Yes

Spare  parts  list  (mechanical, electrical,

instrument, Jilter) recommended by vendor.

0 Khong/ No

Danh sdch cdc canh bdo 1 Co/ Yes
Alarm/ Warning list 0 Khéng/ No
Danh sach chit bdi tron vai lich trinh sir dung cac

chét béi tron dé cho biét loai va cip chét bbi tron

cén thiét cho thiét bj duge cung cép Q Co/ Yes
Lubricant  lists  with lubricant schedule to | [ Khong/ No

indicate type and grade of lubricants required for

all equipment supplied.

Danh sach tién ich cho biét cac théng sb k§ thudt cua
cc tién ich can thiét cho vige khi dong va van hanh
thiét bi.

Utility list to indicate technical parameters of all
utilities to start

required and operate the

equipment.

0 Co/ Yes
U Khong/ No

Win s 5

9. PHUONG AN LAM VIEC/ WORK EXECUTION METHODOLOGY

Nha cung cdp phai theo phuong an lam viée sau;

LAn ban hanh/ Version; 01

- URS duge gii cho céc nha cung cdp duge chon.
- Nha cung cdp giri dé xudt ky thuat vi chi tiét
duge ghi nhin trong URS da duge dién véi cac

tai lidu hd trg, cic ban vé, v.v. va cic théng tin bd all

A ‘
sung neu co.

- Thao lufn k¥ thudt, hoan thién va vi¢c phé -

details recorded

Technical

in the

discussion,

- URS is given to selected vendors.

additional details if any

Trang/ Pages:

Vendor has to follow this execution methodology:

- Vendor submits his technical offer with
filled URS with

support documents, drawings, etc. &

finalization &

20125

)



& HE THONG LQC NUOC SIEU SACH
D c I. J PURIFICATION SYSTEM

sl e RD-URS-006.00

duyét URS tir nha cung cép ciing nhw khach approval of URS from vendor as well as
hang. client

- Nha cung cip giri DQ véi cae tai lidu, cdc ban - DQ is submitted by vendor with all
v, cdc bang dir liéu, v.v. necessary dockets, drawings, data sheets etc.

- Phé duyét DQ. - Approval of DQ

- Thir nghi¢m nghi¢m thu tai nhd may cia nha - Factory acceptance test if required

A S - A
cung cdp néu duge yéu céiu.

- Lip dat thiét bj, - Installation.
- Dénh gi4 1p dat. - Installation qualification,
- Danh gid vin hanh/ Vin hanh thir nghiém. - Operational qualification/ Commissioning,

10. LICH GIAO HANG/ DELIVERY SCHEDULE

Nha cung cdp giri biéu db cho cdce hoat ddng tai thoi Vendor submits bar chart for various

diém chéo hang. activities at the time of offer.

11. DJA PIEM GIAO HANG/ DELIVERY SITE

CONG TY CO PHAN DUGC PHAM CUU LONG | CUU LONG PHARMACEUTICAL JOINT
(Dia chi: 86 150, dudng 14/9, phuémg Thanh Dire, | STOCK COMPANY. (Address: Number 150,
tinh Vinh Long, Viét Nam) Street 1479, Thanh Duc Ward, Vinh Long

Province, Viet Nam).

12. PHUONG THUC VAN CHUYEN/ MODE OF TRANSPORT

Dya trén thod thuin ciia nha cung cép voi khich | Based on the agreement of the supplier with the

hang dwge ghi nhin 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/ Persion: 01 Trang/ Pages: 23!255/
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15. TU VIET TAT/ ABBREVIATIONS

Dang rit gon Dang hoan chinh
Short form Full form

CFT B¢ phén chire ndng lién quan/ Cross-Functional Team
FAT Kiém tra nghiém thu tai nha may/ Factory acceptance fest
URS Yéu céu ky thudt cia ngudi str dung/ User requirement specification
GLP Thyre hanh tot phong thi nghiém/ Good Laboratory Practice

ISO T6 chire Tiéu chuén héa Quéc t&/ International Organization for Standardization
CE Sw phit hop ctia Chiu Au/ Conformité Européenne

DQ Dénh gid thiét ké&/ Design Qualification

10 Dénh gi4 1ap dat/ Installation Qualification

0Q Danh gia van hanh/ Operational Qualification

PQ Bénh gia higu ndng/ Performance Qualification

PV Xac minh hiéu ndng/ Performance Verification
USP Dugce dién Hoa Ky/ United States Pharmacopeia

EP Duge dién Chau Aw/ European Pharmacopoeia

1P Duge dién Nhat Ban/ Japanese Pharmacopoeia

FMEA Phan tich céc ché d@ sai hong va anh huéng/ Failure Modes and Effects A nalysis
DSC Phuong phép do nhiét lugng quét vi sai/ Differential Scanning Calorimetry
QbD Chét lugng bai thiét ké/ Quality by Design
SLA Thoa thugn mire d§ dich vu/ Service Level Agreement
— CONG TY CO PHAN DUGC PHAM CUU LONG/ CUU LONG PHARMACEUTICAL
JOINT STOCK COMPANY
LAn ban hanh/ Version: 01 Trang/ Pages: 24125

e

S T

¥



DCI. {}

For Health - For Life

HE THONG LQC NUGC SIEU SACH

PURIFICATION SYSTEM
RD-URS-006.00

16. LICH SU THAY DOV REVISION HISTORY

SO thi tw An bén sb Noi dung thay dbi Ngiy higu lye
No. Version No. Content of change Effective Date
Ban hanh lin dAu tién
01 00
The first issue

Lan ban hank/ Fersion: 01
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B6 phén: Nghién ctru & Phat trién
Department: Research & Development (R&D)

MAQ s0/ Document No.:
RD-URS-007.00
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1. MUC PICH/ OBJECTIVE

Mue tiéu ctia tdi li¢u ndy 12 xdc dinh yéu chu cia | Objective of this document is to

ngudi ding dbi véi thiét bi/ hé thong duge dé

cip vé cong sudt/diu ra, kiém soat quy trinh....

ele.

2. PHAM VI AP DUNG/ SCOPE
URS nay chi 4p dung cho MAY SINH KHi | This URS is applicable

NITO duge lip dat tai phong Nghién ctu va
Phét trién cia CONG TY CO PHAN DUGC

specify  the
requirement of user for the mentioned equipment/

system with respect to capacity/output, process control,

only for NITROGEN

GENERATOR which is installed at R&D department of
CUU LONG PHARMACEUTICAL JOINT STOCK

PHAM CUU LONG. COMPANY.
3. TONG QUAN/ OVERVIEW
Stt Théng s6/ Mé ta Tiéu chufin Chip thufin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Tén thiét bj va tidu ,
1| by gt MAY SINH KHf NITO U Co/ Yes
chud quipment name &
NITROGEN GENERATOR O Khéng/ No
and standard
Cung cfip khi mang va/hodic khi tao suong cén
thiét cho cac thiét bj phan tich siéu nhay LC-
MS/MS, GC v céc dau do khéc nhu ELSD,
CAD. Vige st dung may sinh khi Nito gitp
dam bao chit lwgng dir lidu phan tich t5i wu,
Nt ik i dyig ting cuong an toan phong thi nghiém va giam 0 Co/ Yes
2 [ ¥ A A - ] 5 .
Hitiacdail Uka chi phi vian hanh lau dai/ Provides the Q Khong/ No
necessary carrier gas and/or nebulizer gas for
ultra-sensitive analytical instruments such as
LC-MS/MS, GC, and other detectors like
ELSD, CAD. The use of a Nitrogen gas
generator helps ensure optimal analytical data
quality, enhances laboratory safety, and
Lan ban hanh/ Version: 01 Trang/ Pages. 3/26
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St | Thong sb/ Mo ti Tiéu chuin Chép thugn | Ghi chd
No. | Parameter/ Description Specification Acceptance | Remarks
reduces long-term operational costs.
S0 thiét by yéu cau . Q Co/ Yes
3 | No. of equipment Q Khéng/ No
required
Nhé cung cép c6 trach nhiém vén chuyén thidt
bi dén nha may ctia khach hang. Phai liét ké tt
Vin chuyén ca .nhi'mg bd phin bat bude, cic bd phin con 0 C6/ Yes
4 ",
Delivery S Q) 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 bj cu thé phai duge giri dén khach
Thiét ké thiét bj iy e siny oot v g 0 Co/ Yes
5 The speci ] equipme 5
Dasiin o the equimant The specified designs of the equipment must be 0 Khéng/ No
sent fo the customer for reviewing and
choosing.
Thiét bj phai hoat d tinh & diéu kién:
%8s ik i 1 i¢t bj phai hoat dong on dinh & diéu kién
. 15+ 35°C, <80% RH. Q Co/ Yes
s O Khéng/ N
. The equipment must te stably at th ng/ vo
Field identification = I Sy & B Y
condition: 10+ 40°C, <80% RH.
; Ngon ngir Tiéng Anh. O Co/ Yes
Language English, U Khéng/ No
. May mai 100% duoe san xudt tir ndm 2025,
Nam san xuét Q Co/ Yes
8 Must be 100% new, manufactured from 2025 e
Year of manufucture 0 Khong/ No
onwards.
Xudt xir Nhit, My hodic Chéu Au Q Co/ Yes
9
Origin Japan or USA or Europe O Khong/ No
10 | H& tro ki thudt Nha cung cdp phii cam két hd trg k§ thudt | O C6/ Yes
Ldn ban hanh/ Version: 01 Trang/ Pages: 4126
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Stt
No.

Théng s6/ Mb ti

Parameter/ Description

Tiéu chudn

Specification

Chiip thuidin

Acceptance

Ghi chu

Remarks

Service

24/7 (trye tiép hoiic gién tiép), cén bé ky thudt
phii ¢6 trong vong 36 gidr k& tir khi nhdn dugc
thong béo yéu cu kiém tra, sira chita dot xudt.

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 wrgent inspection or repairs

(SLA).

Q1 Khéng/ No

Bao tri

Maintenance

Bdo tri dinh ky 06 thang/ldn trong sudt thi
gian bdo hanh,

Periodic maintenance every 6 months during

the entire warranty period.

O Co/ Yes
(1 Khéng/ No

12

Phuy kién thay thé

Replacement accessories

Sau thoi gian bao hanh, nha cung cdp cam két
tiép tuc thue hién dich vy bao tri, hiéu chuan
néu khach hang c6 yéu céu va duy tri cung cép
chce phu tiing, phu kién thay thé, phu kién ning
ca'ip trong vong it nhit 10 nam.

After

commils to continue performing maintenance

the warranty period, the supplier
and calibration services if the customer
requires them, and to maintain the supply of
spare parts, replacement accessories, and

upgrade accessories for ai least 10 years.

QO Co/ Yes
O Khéng/ No

13

Dao tao lép dat va
viin hanh
Installation and

operational training

Lip dit va hudng din sir dung/bao tri thiét bj
(> 02 budi) phai do cdn bd ki thuit cia nha
cung cﬁp da duge dao tao dam nhiém.

Installation and  training on equipment
usage/maintenance (= 2 sessions) must be

performed by the supplier's trained technical

Q Co/f Yes
U Khéong/ No

Lén ban hanh/ Version: 01

Trang/ Pages:
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Stt Thong s6/ Mé ta Ti¢u chuin Chép thuin | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
o staff.
Thoi gian bao hanh khéng duge it hon 12
Bio hinh thang sau khi hoan thanh nghi¢m thu thiét bi. 0 Co/ Yes
14 Watrety Warranty period should not be less than 12 0 Khong/ No
months  after  completion of equipment
commissioning.
4. YEU CAU CUA NGUOI1 SU DUNG/ USER REQUIREMENTS
Stt Théng sb/ Mé ti Tiéu chufin Chép thuin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Mdéy phai cé bang nhin dang vdi tén nha san
Xudt, nim sin xuét, mAu ma, sé seri va mitc
tiéu thy dién ning.
Th o gh Id h he id - cofes
e equipment should have the identification
2 e 0 Khong/ No
plate  with  the  manufacturer  name,
manufacturing year, model, serial number and
power consumplion.
Céc by phan chinh va céc thiét bj do luomg/
cdm bién (néu c6) phai duge xdc dinh va danh
| Nhin n.hs,in d‘{.’l.ng . s 0 Co/ Yes
Label identification
The main components and the measuring | 9 Khong/ No
devices(sensors) must be identified and
numbered.
Tét ca cde duomg din vao va duemg ra (vi du
duomg diy dién, ong khi nén) phai duge xdc
dinh. O Cof Yes
Al inflows and outflows (for example: | Q Khong/ No
electrical wires, compressed air pipe) have to
bhe identified.
Léan ban hanh/ Version: 01 Trang/ Pages: 6/26
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For Health - For Life

MAY SINH KHIi NITO

NITROGEN GENERATOR

RD-URS-007.00

Stt Thong s6/ M ti Tiéu chudin Chép thuin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
::':Zi :]éc dinh va liét ké tit ca cac bd phin clia O Cof Yes
: 0 Khéng/ No
All components have to be identified and listed.
Phai hi¢u chufin cho cac hé théng_&n l_erZn_'lg cua
thiét bi (TOC, do din dién, v.v.)
2 Tich s Hif e There must be calibration for measuring S S
Calieemon oate devices system of the equipment (TOC, b
conductivity, etc.).
Trong truomg hgp méy gip sw ¢b hodic mét két
ndi voi cde hé théng tién ich, may phai c6 cdc
thiét bi bao vé cén thiét d& dam bao ring
ngudi van hanh, thiét bj va sin phim vin &
trong tinh trang an toan. U Cof Yes
In the event of equipment malfunction or loss | H Khong/ No
of utilities, the unit must contain all necessary
protection devices to ensure that the operator,
equipment and the product remain in a safe
condition.
5 | Tinh néng an toan Thiét bi c6 tinh ning ndi d4t. Q C6/ Yes
Safety fediire The equipment has earthling function. O Khéng/ No
Thiét bi phai c¢6 cac canh béo va khoa lién
dong. Danh sich nay ciing phai duge cung
céip cling voi cac tai lidu danh gid. O Co/ Yes
Equipment must have the alarms and | Khong/ No
interlocks. The list must be provided along
with the qualification documents.
Dir liéu cila thiét bj phai dugc gitr nguyén O €6/ Yes
sau khi mat dién. 0 Khéng/ No
Eqguipment data must be retained afier power
Lén ban hanh/ Version: 01 Trang/ Pages: 7126
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MAY SINH KHi NITO

NITROGEN GENERATOR

RD-URS-007.00

| Ghi chi

fad = = = g g

Stt Thing s6/ Mé ti Tiéu chuiin Chﬁ; tﬁuﬁn
No. | Parameter/ Description Specification Acceptance | Remarks
. Tailure.
Thiét bi cin phai ¢6 co ché an toan riéng cho
viée chong chay no, U Co/ Yes
The equipment requires a separate safety | Khong/ No
mechanism to prevent explosions..
| D& dang vé sinh cic bé mit. Q Co/ Yes
Easv to clean all surfaces. O Khong/ No
Ciéc bd phin kim loai/ khong phai kim loai
phai ¢6 kha ning vé sinh véi nhitng chét
4 Tinh n'ﬁng i phit hgp (Isopropanol, Ethanol, Natri lauryl ,
Cleaning feature O Cof Yes
sulfat, v.v.). 0 Khong/ No
Metal/ Non-metal parts shall be cleanable
with suitable agents (Isopropanol, Ethanol,
sodium lauryl sulfate, eic.).
- Két cAu cia céc bd phin cia thiét bj phai
cho phép thdo lip va thay dbi d& dang dé
i Tinh ning bao tri tiép cdn vige bao tri. L Cof Yes
Maintenance feature Construction of all equipment parts shall | Q Khéng/ No
enable easy removal and exchange for
maintenance access.
Luu lugng khi t6i da: 10+ 35 Liphut. 0 Co/ Yes
Maximum gas flow rate: 10+ 35 L/min. U Khéng/ No
' Ap suét dau ra t6i da: 110 + 120 psi. O Co/ Yes
Cic thong 50 Maximum outlet pressure: 110+ 120 psi. U Khéng/ No
6 | hoat dong
Process parameters | DO tinh khiét khi Nito: > 99.5% voi lwu lugng
5 L/pht. O Co/ Yes
Nitrogen gas purity: = 99.5% at a flow rate of | | Khong/ No
5 Limin.
Lan ban hanh/ Version: 01 Trang/ Pages: 826
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MAY SINH KHI NITO

NITROGEN GENERATOR

RD-URS-007.00

=t fhe

Stt Thong s6/ M ta Tiéu chuén Chiip thuin | Ghichd
No. | Parameter/ Description Specification Acceptance | Remarks
Ham lugng hydrocabon héa: < 0.1 nm, O Co/ Yes
Hydrocarbon content: < 0.1 nm. QO Khong/ No
. Q Cd/ Yes
Hat byi/ Particles: <0.01 pm.
O Khéng/ No
Thoi gian sin sang cdp khi: <30 phit. U Co/ Yes
Time to be ready for gas supply: <30 minutes | 1 Khong/ No
Dédu ra; 1 cbng ren trong 4" BSPP va 1 cbng
diy 6 mm., a Co/ Yes
Outputs: 1 x %" BSPP female thread port and 1 | 0 Khong/ No
x 6 mm push-fit port
Hé thong loe khi gdm nhidu ting (loc bui, loc
hydrocarbon, mang tach khi) d& dam bao dd
tinh khiét khi déu ra én dinh.
Q Co/ Yes
The gas filtration system consists of multiple Q Khong/ No
stages (dust filter, hydrocarbon filter, gas
separation membrane) to ensure stable output
gas purity.
Co tich hgp mdy nén khi. O Co/ Yes
Has an integrated air compressor. U Khong/ No
Hién thi tin hiéu: man hinh cam (mg mau. Q Co/ Yes
Signal Display color LCD touchscreen, U Khong/ No
D 6n khi van hanh: < 50 dB & khodng céch 1m
Q Co/ Yes
Operating noise level: <50 dB at a distance of
U Khong/ Ne
1 meter.
Co cong nghé ECO gitp 16i wu hoa hidu sudt
& 1 1 v
; Chitc niing méy nén va giam ticu thy nang lugng. O Cof Yes
Functions Features ECO  technology to  optimize | 1 Khéng/ No

compressor  efficiency and reduce energy

Lén ban hanh/ Fersion: 01

Trang/ Pages: 9@7 /@,
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MAY SINH KHI NITO

NITROGEN GENERATOR

RD-URS-007.00

Stt Théng s6/ M ti Tiéu chufin Chép thujn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
consumpltion.

i R AT i 2
AN CT T
emergency shutdowns. =1 Jsng/ N
C6 cac chire ndng an toan/ty bao vé khi qua ap,
qué nhiét, 15i may nén, 18i dién.

Includes safety/self-protection functions for e
overpressure, overheating, compressor failure, 0 King/ e
and electrical faulrs.
H¢ thong loc khi gdm nhidu thng (loc byi, loc
hydrocarbon, méng tach khi) dé dam bao dd
tinh khiét ddu ra dn dinh.
The gas filtration system consists of multiple S
stages (dust filter, hydrocarbon filter, gas S Bhtagi e
separation membrane) to ensure stable output
purity.
HO tro it nhit 5 ngdn ngit (khong bao gom
tiéng Anh), O Co/ Yes
Supports at least 5 languages (not including | Q Khong/ No
English).
C6 tich hop chirc ning kiém soat nhiét do dién
tir va ¢ sensor phat hién ro ri dung mai.

Q Cof Yes
Features integrated electronic temperature 0 Khong/ No
control functionality and a sensor for detecting
solvent leaks.
Cong két ndi: Bluetooth, Ethernet (LAN), | Q Co/ Yes
USB-A, USB-C va RS232 dé két n6i may tinh, | & Khong/ No

Lén ban hanh/ Version: 01 Trang/ Pages: 10/26
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For Health - For Life

MAY SINH KHI NITOQ
NITROGEN GENERATOR
RD-URS-007.00

Stt
No.

Thong sb/ Mb ti

Parameter/ Description

- A
Tiéu chuan

Specification

Chép thuin

Acceptance

" Ghi chii

Remarks

may in.
Connection ports: Bluetooth, Ethernet (LAN),
USB-A, USB-C, and RS232 for connecting to a

computer or pr.r'meh

Cée canh bao duge hién thj trén man hinh kém
véi 4m thanh canh béo. Thiét bj khong thé hoat
dong khi chua xir ly céc canh bdo.

The alarms are displayed on the screen

along with the warning sound The
equipment cannot operate when the alarms

are not solved.

Q Co/ Yes
U Khéng/ No

Vit liéu ché tao
Materials of

consiruction

Jouling, anti-corrosion, acid/base resistant,

Vit liéu sir dyng trong hé théng 1a loai: chéng
bam bién, chf‘.rng an mon, chiu duge acid/base,
tuong thich véi nhiéu logi dung méi hitu co va
nudc.

The material used in the system are: anti-

compatible with many types of organic solvents

and waler.

O Co/ Yes
O Khéng/ No

D06 nhéin cia cde bd phan true tiép bang kim
loai ¢cd Ra <0.8.
Surface finish of metal contact part must

meet Ra< 0.8,

O Co/ Yes
 Khéng/ No

WR N T

Céc bd phén tiép xic trye tiép khong phai kim
loai (nhu dém) phai dat tiéu chuén duge pham.
Non-metal contact part (such as gasket) must

meet pharma grade specification.

0 Co/ Yes
O Khoéng/ No

Lan ban hanh/ Fersion: 01

Céc b phén tiép xuc tre tiép kim loai phai
diroc thy djng hod va c6 gidy chimg nhan.

0 Co/ Yes
0 Khéng/ No

Trang/ Pages:
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MAY SINH KHi NITO

NITROGEN GENERATOR
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Stt
No.

Théng s6/ Mé ti

Parameter/ Description

.n r
Tiéu chuan

Specification

Chéip thuin

Acceptance

Ghi chi

Remarks

Metal contact pﬂrf_ must be passivated and

have certificale.

Céac bd phin khong tiép xue true tiép phai dugce
lam tir SS304 hodic cdc vét liéu phu hop
Non-contact parts must be made from

S8304 or suitable material.

O Co/ Yes
U Khong/ No

9

10

Pao tao

Training

Nha cung cip phai chi rd va cung cép tai lidu
chuong trinh ddo tao cho nhdn vién vin hanh
va nhén vién k§ thuét

The vendor has to specify and provide the
document of the training program for the

operating and technical personnel,

Q Co/ Yes
O Khong/ No

Céc buoi dio tao riéng biét s¢ duge td chite cho
nhan vién vin hanh va nhan vién ky thuét
have to be

Separate training sessions

organized for: Operators and technical

personnel.

Q Cé/ Yes
0 Khéng/ No

A X ) P
Phan mém diéu khién
Control sofiware

Phin mém quan 1y, didu khién hé théng can,
thu thap va xir Iy dir lidu, bao cdo két qua cua
hing phai 1 phin mém méi nhat, co ban
quyén, dé str dung va bao dudng.

The management and control software for the
weighing  system, data acquisition and
processing, and results reporting must be the
latest version from the manufacturer, licensed,

easy to use, and easy to maintain.

0 Co/ Yes
0 Khdng/ No

Tuén tht hudng ddn GAMPS, dép tmg tdi thiéu
Category 4.

Compliant with GAMPS guidelines, meeting at

Q Co/ Yes
0 Khéng/ No

Lén ban hanh/ Version: 01

Trang/ Pages.
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MAY SINH KHI NITO

DCL _r} NITROGEN GENERATOR
fortealth - fer e RD-URS-007.00
Stt |  Théng sé/ Mo ta Tiéu chudn Chép thujn | Ghichd
No. | Parameter/ Description Specification Acceptance | Remarks
least Category 4
C6 kha nang két ndi, truyén va dong b dir liéu
v&i cde phin mém MES, SCADA, LIMS, hoidc
hé théng quén 1y GMP. Q Cof Yes
Capable of connecting, transmitting, and | A Khéng/ No
synchronizing data with MES, SCADA, LIMS,
software, or a GMP management system,
Cé chirc ning xut/giri dit liéu do trye tiép dén
bang tinh Excel. Q Co/ Yes

Capable of exporting/sending measurement

data directly to an Excel spreadsheet.

Q Khong/ No

C6 chire ning tw kiém tra tinh trang hé théng
trude khi vdn hanh, phat hién 16i ty dong va
dua ra théng béo 18 chi tiét.

It has a function for automatic system status
automeatic

check before operation, error

detection, and detailed error notifications.

O Co/ Yes
0 Khéng/ No

from

C6 thé twong thich va didu khién duge cée thit
bi ctia nhiéu hing khdc nhau (> 04 hiing).
Compatible with and eapable of conirolling

e 04

various  manufacturers

manufacturers).

O Cof Yes
O Khéng/ No

Co kha ning ning cép thanh phén mém didu
khién nhiéu hé thng trén ciing mot thiét bi
méy tinh (> 10 hé thong).

Upgradeable to control multiple systems on the

same computer device (= 10 systems).

O Co/ Yes
U Khéng/ No

Lan ban hanh/ Version: 01

Trang/ Pages:
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MAY SINH KHI NITO
NITROGEN GENERATOR
RD-URS-007.00

Sttt
No.

Thong s6/ Mb ta

Parameter/ Description

Tiéu chufin
Specification

Chép thugn

Acceptance

Ghi cha

Remarks

Co kha ning truyén dir liéu, didu khién hé
théng tir may tinh bang théng qua két nébi
Internet hodc mang LAN.

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

conhection,

Q Co/ Yes
0 Khéng/ No

C6 chuong trinh theo déi, ghi lai va bdo cédo
théng s6 tudi tho dén, bd loc, hé théng cam
bién va cdc thong sé quan trong khac trong thoi
gian vén hanh hé théng,

It has a program to monitor, record and report
lamp life parameters, filter, sensor system, and
other important parameters during system

operalion.

O Co/ Yes
U Khéng/ No

» MS ™

Dap tng va tudn tha theo 21 CFR (FDA,
PIC/S, EU-GMP):
» Bit bude login.
» Thiét lap va quan ly cdc chinh sich bao mat
dé dam béo xir Iy dix lidu phit hop.
* Quén Iy quyén truy cdp va phén quyén
ngudi ding.
* Dinh dang xuét dir liéu: PDF va CSV/Excel
chuén ISO 8601,
* Luu trir co s&r dir liéu/hd so dién tir dam bao
ALCOA+,
* Truy xuit ngudn gbe dir liéu diy du thdng
qua Audit Trails,
» Tuy chinh va thyc thi chir ky di¢n tir dé thiét

ldp trach nhiém,

O Co/ Yes
0 Khéng/ No

LAn ban hanh/ Fersion: 01

Trang/ Pages:
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MAY SINH KHI NITO
NITROGEN GENERATOR
RD-URS-007.00

St | Théng sb/ Mé i

No. | Parameter/ Description

Tiéu chudéin

Specification

Chéip thufn

Acceptance

Ghi chii

Remarks

* Ghi nhdn diy du hanh dong, thoi gian,
ngudi thye hién va 1y do thay dbi dir lidu.
* Co tinh ning back-up ty déng dir lidu vé
server dinh ky.

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

EU-GMP).
» Mandatory login.
o Establish and manage security policies to
ensure appropriate data handling.
* Access rights management and user
permission assignment.
* Data export format: PDE and CSV/Excel
compliant with IS0 8601,
*  Database/electronic  record  storage
ensuring ALCOA+,
* Full data traceability through Audit Trails.
* Customizable and enforceable electronic
signatures to establish accountability.
* Full recording of actions, time, performer,
and reason for data changes.
» Automatic periodic data backup feature to

the server

Vige kiém sodt truy céip phim mém sé doc lap
v6i hé didu hanh va ¢6 thé duge ciu hinh. Mat
mo-dun danh cho cde quan tri vién s& ¢ sin
trong phdn mém, noi it ca cdc tai khoan nguoi
ding dugc 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

O Co/ Yes
0 Khong/ No

Lan ban hanh/ Version. 01

Trang/ Pages:
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MAY SINH KHi NITO

NITROGEN GENERATOR

RD-URS-007.00

Stt
No.

Thong s6/ Mo ta

Parameter/ Description

Tiéu chudn

Specification

Chép thudn

Acceptance

Ghi chu

Remarks

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

be maintained (activated, deactivated).

Cac théng s6 sau ddy c6 thé duge chu
hinh/dugc thay d6i bai tai khodn quén trj vién
theo yéu chu sit dung clia khach hang:

» Chiéu dai m4t khau,

» Thosi han hiéu lye eia mat khiu,

* SO 1an ding nhép sai trude khi tai khoan bj

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

» Length of password

* Validity period of password

» Number of failed logins until the account

is disabled

Q Co/ Yes
Q) Khong/ No

Phin mém tyr ddng ding xudt sau mot khoang
thivi gian nhét dinh, c6 thé didu chinh duoc
The  software is auto-logo jf after certain,

configurable period.

O Co/ Yes
U Khéng/ No

Viée xod tai khoan/ bat hoat tai khoan khong
anh hudng dén lich sir it liu.

The deletion of account/ The inactivation
of the account shall not impact on the

historical data.

O Co/f Yes
O Khéng/ No

Lan ban hinh/ Version: 01

Trang/ Pages:
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5. THONG TIN HE THONG PHU TRQ/ UTILITY AVAILABLE

MAY SINH KHi NITO

NITROGEN GENERATOR

RD-URS-007.00

Stt Théng s6/ Mb ti Tiéu chufin Chép thuin | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
Ngubn dién cung cép U Co/ Yes
1 220V £ 10%; 2 phase; 50 Hz .
Power supply O Khéng/ No
Sir dung dé lép dat may ban dhu va sir dyung
trong qua trinh vén hanh va thuc hién cde bao
B tool-kit chinh hdng | tri don gian, U Co/ Yes
2
Official Toolkit set. Used for initial machine setup, operation, and | Q Khong/ No
performing simple maintenance.
Sb lugng/ Quality: 01 b/ set.
, 10m néi véi dau do ELS
Day din khi O Co/ Yes
3 10m gas line connected to ELS detector
Air/Gas line i U Khéng/ No
So lugng/ Quality: 01 b/ set.
Déy din 5m ; 0 Co/ Yes
4 So lugng/ Quality: 01 bd/ set
Connector Sm O Khéng/ No
Man hinh cam tmg da diém 13 inch M3
Man hinh LCD i cam tng da dicm 13 ine 0 C4 Yes
5 Ci tive multi-touch 13 inch M.
6D touch screen f;rpac; ive multi-touc inch M3 0 Khong/ No
Sa lugng/ Quality: 01 cai/ unit
Céng sudt/ Capacity > 3000 VA/2700 W
S6 lugng dc quy trong tich hop sin > 05 cai.
st e T
6 | By luu dign Number of built-in batteries > 05 unit.
i i : : 0 Khéng/ N,
Thoi gian luu dién (70% tai) > 10 phit, Lo
Backup time (70% load) = 10 minutes.
6. KIEM TRA VA FAT/ INSPECTION AND FAT
| Thong s6/ Mo ta
Stt e Tiéu chudn Chép thuin | Ghicha
No Laramater; Specification Accept . R k.
i Description P plance emarks
May s& duge kiém tra tai noi san xudt boi nha san | Q C6/ Yes
! FAT ; _ : 2 i
xuit dudi sy gidm st caa khach hang. Pham vi téi | @ Khong/ No
Lén ban hinh/ Version: 01 Trang/ Pages: 17/26
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MAY SINH KHi NITO
NITROGEN GENERATOR
RD-URS-007.00

Stt
No.

Théng s6/ Md ti
Parameter/
Description

Tiéu chudin
Specification

Chép thudn
Acceptance

Ghi cha
Remarks

thiéu ctia FAT gom:

« Kiém tra cdc thanh phin co khi va dién

* Thir nghiém chire ning may

« Kiém tra canh bdo, khoa lién dong

* Kiém tra cdc tai liéu ctia hé thong
The equipment shall be checked at the
manufacturer site by the manufacturer under the
supervision of customer. Minimum scope of
FAT:

« Check of the mechanical and electrical

COMPONERLS.

* Test system functions

» Test alarms, interlocks

1Q

Thiét k& chu tric coa tai lidu 1Q phai tudn theo hé
thong dé cuong va bio cdo (nha cung céip soan thao
d& cuong, DCL kiém tra va phé duyét)

The design/ structure of the IQ-documents has to
Jollow the protocol and report systematic
(protocol generation to be done by Vendor,

DCL reviews and approves).

O Co/ Yes
0 Khong/ No

Viée danh gia lap dit s& duge thye hién boi nha
cung céip va ghi nhin bai nhan vién ctia khach hang
& nha may dudi sur giam sat cta 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.

U Co/ Yes
() Khéng/ No

Pham vi tdi thiéu cta 1Q:

« Kiém tra viée lﬁp dit va dén nhén cia b§ phan

0 Co/ Yes
0 Khong/ No

Lén ban hanh/ Version: 01

Trang/ Pages:
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MAY SINH KHI NITO
NITROGEN GENERATOR
RD-URS-007.00

syt | Thingst/Moth Tiéu chudn Chép thugn | Ghi cha
No. Prrmn::erf?rf Specification Acceptance | Remarks
Description
« Kiém tra vét lidu cta cdc by phan
« Kiém tra céc hé théng phu trg
Minimum scope of 1Q:
» Check of installation and tagging of
components.
» Check of material of components.
» Check of wtility systems.
- Thiét ké/ cdu triic ciia tai lidu OQ phdi tudn theo hé

théng dé cuong va bio cdo (nha cung cp soan thio
dé cuong, DCL kiém tra va phé duyét) O C6/ Yes
The design/ structure of the OQ-documents has to Q Khong/ No
Jollow the protocol and report systematic
(protocol generation to be done bv Vendor, DCL
reviews and approves).

3 0Q
Viée danh gia vén hanh s& duge thye hién bai nha
cung cép va ghi nhdn bii nhén vién ciia khéch hang
o nha may dudi sir gidm s4t ca nhom CFT 0 o/ Yos
The operation qualification will be conducted by O Khong/ No
vendor and recorded by the customer personnel
on the site of the customer and under the
supervision of CFT team.
Vige danh gia hiéu niing s& duoe chudn bj va thuc
hign bdi khéch hing véi sy tham gia ctia nhd cung
cap. U Co/ Yes

v The performance qualification will be prepared | Q Khéng/ No
and conducted by the customer with the
attendance of the vendor.

Lén ban hanh/ Version: 01 Trang/ Pages: 19/26
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MAY SINH KHi NITO
NITROGEN GENERATOR
RD-URS-007.00

7. LAP PAT, VAN HANH THU, VA HE THONG HO SO TAI LIEU/
INSTALLATION, COMMISSIONING AND DOCUMENTARY

Stt T"f]“g sd/ Mi H Titu chuiin Chép thugn | Ghicha
No. nmr{mf.ﬂr Specification Acceptance | Remarks
Description
Viée lap dat, danh gia va van hanh thi s& duge thuc
. hi¢n tai nha may cia khach hang boi nha cung cd
Lip it vé vén | T A Ay 2 :; g
dudi sy ho trg va gidm sat tir phia khéach hang,
hanh thir Y wR RS 8 Q Co/ Yes
1 o — The installation, qualification and commissioning O Khéng/ No
o shall be conducted on the customer side by the
commissioning
vendor under supporting and supervision of the
customer side.
Nha cung cdp phai cung cdp céc hd so dé danh gia
thiét bi va chimg minh chét lugng cua thiét bj dap
H¢ thong tai ligu | (ing véi URS nay. Q Co/ Yes
]
Documeniation The vendor must provide the documents to qualify | 9 Khong/ No
the 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 dogn Théng tin tai li¢u Chap thugn | Ghi chi
No. Stage Document details Acceptance | Remarks
Dic diém k§ thuét thiét ké. Q C6/ Yes
Sau khi dat hang Design specification. O Khong/ No
|| Afier purchase -
o Die diém ky thudit vé chire ning. Q Co/ Yes
Functional specification. 0 Khong/ No
Ban vé& chung, Q Co/ Yes
. ' g . £
Dénh gid thi€t k€ | Gepepql arrangement diagram. 0 Khéng/ No
2 Design ————
qualification Sor do noi dién. Q Co/ Yes
Electrical wiring diagram. U Khong/ No
Lan ban hanh/ Version: 01 Trang/ Pages: 20/26
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Stt Giai doan Thong tin tai li¢u Chéip thuin | Ghi chi
No. Stage Document details Acceptance | Remarks

Ban v& lip rap bang didu khién, Q Co/ Yes
Control panel assembly drawing. O Khéng/ No
Dé cuong vi béo cdo 1Q. Q Co/ Yes
10 protocol and report, Q Khong/ No
Pé cuong va bio cdo 0Q. 0 Co/ Yes
OQ protocol and report. O Khéng/ No
Chtmg nhén thir nghiém cia thiét bj. 0 Co/ Yes
Test certificate of the equipment. O Khéng/ No
Gidy chimg nhin MOC., O Co/ Yes
MOC certificates. Q Khéng/ No
Chimng nhit xuft xu, Q C6/ Yes
Certificate of Origin (CO). O Khong/ No

Trong qud trinh "Chfmg nhén chét lueng, O Cé/ Yes

vin  hanh  tha Certificate of Quality (CQ). Q Khéng/ Ne

nghiém va danh :

3 gid Chimg nhén dép (g tiéu chuian GLP, 1SO 17025,

During CE/EMC, FCC, CSA, KC, RoHS va WEEE, U Cof Yes

Commissioning | Ceyiification of compliance with GLP, 150, CE/EMC | Q Khong/ No

and qualification | o ¢S4, KC, RoHS va WEEE standards
Tai ligu v& hiéu ning (PQ/PV): danh gid rii ro cia
quy trinh, khuyén cdo quy trinh, tin suét kiém sodt
thiét bi dinh ky, dam bao tuan thi nghiém ngit céc
yéu cdu cta USP, EP, JP hoiic hd so danh gia hiéu
nang thiét bi tai cac phong thi nghiém dat chuin | O Cé/ Yes
GLP/ISO/IEC 17025 twong ty. W Khong/ No
Documentation on  Performance  Qualification
(PO/PV):  assessment of process risks, process
recommendations, frequency of periodic equipment
control, ensuring strict compliance with USP, EP, JP

Lan ban hanh/ Version: 01 Trang/ Pages: 21126
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Stt G dogn Théng tin tai ligu | Cfp thugn | Ghi cha
No. Stage Document details Acceptance | Remarks

requirements, or documentation of equipment

performance assessment at similar GLP/ISO/AEC
17025 certified laboratories.

Tai liéu dénh gid céc rii ro cia thiét bi (FMEA). Q Co/ Yes
Documentation on equipment risk assessment. O Khong/ No
Tai liéu thiét bi tuén thi DSC, nhim hd trg céc quy

trinh QbD, 0 Co/ Yes
Equipment Documentation compliant with DSC | 0 Khdng/ No
supporting QbD processes.

Tai ligu xdc minh hi¢u ning thiét bi phi hop véi myc

dich sir dyng.

Application  Suitability — Assessment;  Document =HE T
verifying that the equipment's performance is fit for bl G
its intended use.

Béo cdo hiéu chudn theo ICH, USP., Q Co/ Yes
Calibration Report according to ICH, USP. d Khéng/ No

| S6 tay hudng dén sir dung phin mém. ' O Co/ Yes
Instruction manual for sofiware. 0 Khéng/ No

85 hutmg din vin hinh va bio trl. 0 Co/ Yes
Operational and maintenance manual, U Khéng/ No
Huémg dan xu 1y sir ¢d. Q C6/ Yes
Troubleshooting guidance. O Khéng/ No
Danh sach cc hd so lién quan dén thiét bi,

List of documentation which are associated with the s

Céc danh sach S ul Ky No
4 | dinh kem caipment
The attached lists | Panh sé:;h cic bd phin dién vai thong tin nhu loai, 0 Cé/ Yes
cOng suat dinh mirc, nha cung cép, v.v. 0 Khéng/ No
Electrical component list with information such as
Lan ban hanh/ Fersion: 01 Trang/ Pages: 22/26
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Stt

No.

Giai doan
Stage

Spare  parts  list  (mechanical,  electrical,

instrument, jilter) recommended by vendor,

Thong tin tai liéu Chap thuiin | Ghi chi
Document details Acceptance | Remarks
- r}EJe. rated power, vendor, elc.
Danh sach cac phy ting (co khi, dién, dung cuy,
loc) dwoc khuyén céo boi nha cung cip. Q Co/ Yes

0 Khong/ No

utilities  required to start and operate the

equipment.

_Danh sdch cdc canh bao Q Co/ Yes
Alarm/ Warning list U Khéng/ No
Danh sach chat béi tron véi lich trinh sir dung céc
chét boi tron dé cho biét loai va cip chét bai tron
cin thiét cho thiét bj dwge cung cip Q Cé/ Yes
Lubricant  lists  with lubricant schedule to | d Khong/ No
indicate type and grade of lubricants required for
all equipment supplied.

_Danh sach tién ich cho biét céc thong s6 k¥ thuit cia
céc tién ich can thiét cho viée khéi dong va van hanh
thiét bi. Q Co/ Yes
Utility list to indicate technical parameters of all | Khéng/ No

N — "'—\{ —

9. PHUONG AN LAM VIEC/ WORK EXECUTION METHODOLOGY

Nha cung c¢ép phéi theo phuong 4n lam viée sau;

Lan ban hanh/ Fersion: 01

- URS duoge giri cho cac nha cung cdp duoc chon.
- Nha cung cdp giri d& xuft k thudt véi chi tiét
duge ghi nhin trong URS di duoe dién véi céc

details recorded in the

- URS is given to selected vendors.

Vendor has to follow this execution methodology:

- Vendor submits his technical offer with
filled URS with

tai liéu hé tro, cde ban v&, v.v. va céc théng tin bd all support documents, drawings, etc. &

4
sung néu co.

- Théo ludn k¥ thudt, hodn thién va vi¢c phé - Technical discussion,

additional details if any

Trang/ Pages:

finalization &
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duyét URS tir nha cung ¢fip ciing nhu khach
hang,

- Nha cung cap giri DQ voi cde tai lidu, cde ban
vE, cac bang dir liéu, v.v,

- Phé duyét DQ.

- Thir nghi¢m nghi¢m thu tai nha mdy cta nha
cung cép néu duge yéu chu,

- Lép dat thiét bi.

- Dénh gi4 lap dat.

- Danh gi van hanh/ Vin hanh thir nghigm.

approval of URS from vendor as well as
client

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

- Approval of DQ

- Factory acceptance test if required

- Installation.
- Installation qualification.

- Operational qualification/ Commissioning,

10. LICH GIAO HANG/ DELIVERY SCHEDULE

Nha cung cdp giri bidu dé cho céc hoat dong tai thi
diém chao hang,

11.

CONG TY CO PHAN DUGC PHAM CUU LONG
(Dia chi: 86 150, duong 14/9, phudmg Thanh Ditc,
tinh Vinh Long, Viét Nam)

Vendor submits bar chart jfor various

activities at the time of offer.

DIA PIEM GIAO HANG/ DELIVERY SITE

CUU  LONG PHARMACEUTICAL JOINT
STOCK COMPANY. (Address: Number 150,
Street 14/9, Thanh Duc Ward, Vinh Long

Province, Viet Nam).

12. PHUONG THUC VAN CHUYEN/ MODE OF TRANSPORT

Dya trén thoa thugn cia nha cung cip véi khach | Based on the agreement of the supplier with the

hang dugc ghi nhan trong don hang.

customer in the purchase order.

13. TAI LIEU DINH KEM/ ATTACHMENTS

NA

14. TAI LIEU THAM KHAO/ REFERENCES

NA

15. TU VIET TAT/ ABBREVIATIONS

Dang rit gon

Short form

Dang hoan chinh

Full form

Lin ban hanh/ Version: 01
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CFT B¢ phén chire ning lién quan/ Crass-Functional Team
FAT | K'I.él'l:L tra nghiém thu tai nha may/ Factory acceptance test
URS Yéu ciu ky thudt cia ngudi sir dung/ User requirement specification
GLP Thue hanh t6t phong thi nghiém/ Good Laboratory Practice
ISO Té chirc Tiéu chufn hoa Qubc t&/ International Organization for Standardization
CE Su phit hgp cia Chiu Auw/ Conformité Européenne
DQ Dénh gia thiét ké/ Design Qualification
1Q Bénh gia Iﬁp dav Installation Qualification
0Q Panh gia van hanh/ Operational Qualification
PQ DPénh gia hi¢u ndng/ Performance Qualification
PV Xdc minh hi¢u nang/ Performance Verification
USP Duoc dién Hoa Ky/ United States Pharmacopeia
EP Duge dién Chiu Au/ European Pharmacopoeia
JP Dugc dién Nhit Ban/ Japanese Pharmacopoeia
FMEA Phin tich cdc ché df sai hong va dnh huong/ Failure Modes and Effects Analysis
DSC Phuong phap do nhiét lwgng quét vi sai/ Differential Scanning Calorimetry
QbD Chét lugng bei thiét ké/ Quality by Design
SLA Thoa thugn mire do dich vu/ Service Level Agreement
et CONG TY €O PHAN DUGC PHAM CUU LONG/ CUU LONG PHARMACEUTICAL
JOINT STOCK COMPANY

16. LICH SU THAY DOV REVISION HISTORY

Lin ban hanh/ Version: 0] Trang/ Pages: 25/26
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Sé thir tu An bén sb N¢i dung thay dbi Ngay hi¢u lyc
No. Version No. Content of change Effective Date
Ban hanh lin déu tién
01 00
The first issue
- END OF DOCUMENT -

Lan ban hinh/ Version: 01
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YEU CAU KY THUAT CUA NGUGI SU DUNG
USER REQUIREMENT SPECIFICATION

PAU DO CHUOI DIOD QUANG
PHOTO DIODE ARRAY DETECTOR

Bo phan: Nghién etru & Phat trién
Department: Research & Development (R&D)

Ma s6/ Document No.:
RD-URS-008.00

Ngay hiéu luc/
Effective date:

PHU LUC 6 - BANG YEU CAU KY THUAT CUA NGUOI SU DUNG
APPENDIX 6 - USER REQUIREMENT SPECIFICATION

[L4n ban hanh/ Fersion: 01
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1. MUC PiCH/ OBJECTIVE
Muec tiéu cua tai liéu nay 13 xdc dinh yéu clu ctia
ngudi ding doi véi thiét bi/ h¢ thong duge dé

cdp veé cong sudt / ddu ra, kiém soat quy trinh. ...

2. PHAM VI AP DUNG/ SCOPE
URS nay chi 4p dung cho DPAU DO CHUOI
DIOD QUANG duge lip dat tai phong Nghién
ctru va Phét trién cia CONG TY CO PHAN

Objective of this document is to specify the
requirement of user for the mentioned equipment /
system with respect to capacity /output, process

control, ete.

This URS is applicable only for PHOTO DIODE
ARRAY DETECTOR which is installed at R&D
department of CUU LONG PHARMACEUTICAL

A

N

DUGC PHAM CUU LONG. JOINT STOCK COMPANY.
3. TONG QUAN/ OVERVIEW
Stt Théng s6/ M ti Tiéu chuiin Chip thuin | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
Thn it bi wainn PAU DO CHUOI DIOD QUANG Q Co/ Yes

1 | chudn/ Equipment name i
s PHOTO DIODE ARRAY DETECTOR 0 Khdng/ No

and standard

Cung cép kha ning phén tich quang phé da
bude séng tire thdi cho cdc thanh phan duge
tach ra. Pitu ndy cho phép dinh danh (dinh
tinh) cdc chét dya trén phd hdp thy UV-Vis cia
ching, kiém tra d¢ tinh khiét cua pic sic ky

5 i . P s A 5
béing cach so sanh pho tai céc diém khac nhau O o/ Yes

0 Khong/ No

Muc dich st dung
2 k) : i + . A = "

Dugdudl e clia pic, va dinh lugng cde chit & bude song toi
v/ Provide instantaneous multi-wavelength
spectral analysis of the separated components.
This

compounds based on their UV-Vis absorption

capability allows  for identifying

specira, checking the purity of

chromatographic peaks by comparing spectra

i . ¥
Lan ban hanh/ Fersion: 01
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Stt Théng s6/ M ta Tiéu chufn Chép thudn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
across different points of the peak, and =
quantifying  substances at the  optimal
wavelength.
thibt bi
S6 thidt i yéu cAu N Q Co/ Yes
3 . of equi
No. of equipment 0 Khéng/ No
required
Nha cung cip c6 trach nhiém vén chuyén thiét
bi dén nha may ciia khach hang. Phai liét ké tét
Vin chuyén ca nhitng bd phdn bat bude, cic by phdn con 0 Cé/ Yes
4 -k
Delivery i, QO Khong/ No
The vendor is responsible for transporting the
equipment fo the customer site. All required
components, missing parts must be listed,
Thiét ké thiét bi cu thé phai dwoc giri dén khach
Thiét ké thiét bi héng d& xem xét v lya chon. Q Cof Yes
5 . . :
Design of the equipment The specified designs of the equipment must be 0 Khéng/ No
sent to the customer for reviewing and
choosing.
Thiét bi phai hoat dong 6n dinh & diéu kién:
Xéc dinh pham vi | phit Mok g ol 7 diou. Kika
, 15+35°C, < 80% RH. Q Cof Yes
6 | sudung i Rl
Th j ' R e Tl )
Field identification e equipment must operate stably at the g
condition: 10+ 35°C, < 80% RH.
i Ngbn ngit Tiéng Anh. 0 Co/ Yes
Language English, U Khong/ Ne
Mdy méi 100% duge san xudt tir ndm 2025,
Nim san xudt g VAREER O Cof Yes
8 Must be 100% new, manufactured from 2025 i
Vear of manufacture O Khong/ No
onwards.
9 | Xudt xit Nhit, My hoge Chau Au Q Co/ Yes
Lan ban hanh/ Version: 01 Trang/ Pages:
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Stt Théng s6/ M ti Tiéu chuiin Chiép thudn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Origin Japan or USA or Europe O Khéng/ No
Nha cung cdp phai cam két hd tro k§ thuat
24/7 (trye tiép hogic gian tiép), cdn bd k§ thuét
phai co trong vong 36 gidr ké tir khi nhin duoc
thong bdo yéu ciu kiém tra, sira chira dot xudt.
Ha tror ky thudt U Co/ Yes
10 The supplier must commit to 24/7 technical .
Service Q Khong/ No
support (direct or indirect), and technical staff
must be available within 36 hours of receiving
notification for urgent inspection or repairs
(SLA).
Bio tri dinh ky 06 thing/lin trong sudt thoi
., |Bioui gian bdo hanh. Q Co/ Yes
Maintenance Periodic maintenance every 6 months during | [ Khong/ No
the entire warranty period.
Sau thoi gian bao hanh, nha cung cip cam két
tiép tuc thye hién dich vy bao tr, hidu chudn
néu khach hang ¢6 yéu ciu va duy tri cung cip
cac phy ting, phy kién thay thé, phu kién nang
cAp trong vong it nhit 10 nam,
Phu kién thay thé . 0 Co/ Yes
12 Afier the warranty period, the supplier .
Replacement accessories O Khong/ No
commits to continue performing maintenance
and calibration services if the customer
requires them, and to maintain the supply of
spare parts, replacement accessories, and
upgrade accessories for at least 10 years,
Dio tao lap dat va Lip dat va huéng din sir dung/bao tri thiét bj :
fh g 0 Co/ Yes
13 i > 02 budi) phii do cdn bd k¥ thuft cta nha
vin hanh ( : )p 0 k¥ thug 0 Khong/ No
Installation and cung Eﬁp dd dugc dao tao dam nhlém
Lén ban hanh/ Version. 01 Trang/ Pages:
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Stt Théng s/ Mb ti Tiéu chuéin Chép thuin | Ghi cha
Ne. | Parameter/ Description Specification Acceptance | Remarks
operational training Installation and  training  on  equipment
usage/maintenance (= 2 sessions) must be
performed by the supplier's trained technical
staff.
Thri gian bdo hanh khong duge it hon 12 )
kA thang sau khi hoan thanh nghiém thu thiét bj, 0 Cé/ Yes
14 ey Warranty period should not be less than 12 0 Khong/ No
months  after  completion of equipment
commissioning.
4. YEU CAU CUA NGUOI SU DUNG/ USER REQUIREMENTS
Stt Théng sé/ M ta Tiéu chuén Chiéip thudn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
May phéu: co bang nhén dang vaéi tén nha san
Xudl, ndm san xudt, mAu ma, sd seri va mirc
i thy él‘:n ning. lOc e
The equipment should have the identification O Khong/ No
plate  with  the  manufacturer  name,
manufacturing year, model, serial number and
power consumption.
| Nban nhin dang C4c bd phan chinh va cac thiét bj do ludng/
Label identification | cam bién (néu ¢6) phéi duge xde dinh va danh
ma s6. U Co/ Yes
The main components and the measuring | 1 Khong/ No
devices(sensors) must be identified and
numbered.
Tét ca cdc dudng din vao va duomg ra (vi du 0 Co/ Fes
dudng day dién, 6ng khi nén) phai duoe xdc 0 Khéng/ No
dinh.
Lén ban hanh/ Version: 01 Trang/ Pages: 6/26 .
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Stt Thing s/ M ti

Parameter/ Description

A A
Tiéu chuin

Specification

Chép thudn

Acceptance

Ghi chi

Remarks

1 an

inflows and outflows (for example:
electrical wires, compressed air pipe) have to

be identified.

Phai xdc dinh va liét ké tit ca cac b phin cua
thiét bi.

All components have to be identified and listed.

O Co/ Yes
0 Khong/ No

Tinh ning hiéu chudn

Calibration feature

Phai hiéu chudn cho cde hé théng quang hoc
ciia thiét bj (dén D2, khe sang, guong, v.v.)

There must be calibration for measuring
devices for optical system of the equipment (D2

lamp, slit, mirror, etc.).

O C&/ Yes
0 Khong/ No

Tinh néng an toan
Safety feature

Trong truémg hop méy gap sw ¢d hodic mét két
nbi voi cac h¢ thong tién ich, may phai cé cdc
thiét bj bdo vé cin thiét d& dam bao ring
ngudi van hanh, thiét bi va san phim vin &
trong tinh trang an toan.

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

condition,

Q Co/ Yes
O Khéng/ No

e

=1

Thiét bi c6 tinh niing ndi dét,

The equipment has earthling function.

O Co/ Yes
O Khéng/ No

Thiét bi phai co céc canh béo va khoa lién
dong. Danh sach ndy ciing phai duge cung

cip cling v6i cdc tai lidu danh gia. Q Co/ Yes
Lquipment  must  have the alarms and | 1 Khong/ No
interlocks. The list must be provided along
with the qualification documents.

Lén ban hanh/ Version: 01 Trang/ Pages:
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Stt Théng s6/ Mb ti Tiéu chuiin Chéip thufn | Ghicha
No. | Parameter/ Description Specification Acceptance | Remarks
, | Tinh ning vé sinh D& dang vé sinh cic bé miit. Q Co/ Yes
Cleaning feature Easv to clean all surfaces. 1 Khéng/ No
Két chu cia cde by phan cia thiét bi phai
cho phép théo lip va thay dbi d& dang dé
;| Tinh niing bio tr tiép can viée bio tri. Q Co/ Yes
Maintenance feature | Construction of all equipment parts shall | Q Khong/ No
enable easy removal and exchange for
mainlenance access.
Ngudn sang: dén Deuterium (D2) va Tungsten
(W), 0 Co/ Yes
Light sources: Deuterium (D2) and Tungsten (W) | Khong/ No
lamps.
Cell do ¢6 thé tich: 11 + 13 uL, chiu duge 4p
suat > 120 bar, 0 Co/ Yes
Measurement cell volume: 11 + 13 uL, pressure | 4 Khong/ No
resistant = 120 bar.
C6 valve diéu ap trude khi pha dong vao cell do 0 Co/ Ves
Céc théng sb Equipped with a pressure relief valve before 0 Khong/ No
6 | hoat dong the mobile phase enters the measurement cell.
Process parameters.  |'gh vions diode: > 1024 ihiin . Q Co/ Yes
Number of diodes: = 1024 diodes. U Khéng/ No
D6 rong diode: < 1.0 nm. U Co/ Yes
Diode width: < 1.0 nm U Khong/ No
Téc dé thu nhén tin hiéu: > 120 Hz. 0 Co/ Yes
Signal acquisition rate: > 120 Hz QO Khong/ No
Khoang bude song: 190 + 900 nm. U Co/ Yes
Wavelength range: 190 + 900 nm O Khong/ No
D6 nhifu: 0.7 x 107 AU. Q C&/ Yes
Lén ban hanh/ Fersion: 0] Trang/ Pages: 8/26
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Stt Théng s&/ Mé ta Tiéu chudn Chép thudn | Ghi chit
No. | Parameter/ Description Specification Acceptance | Remarks
| Noise: 0.7 x 107 AU. Q Khong/ No
D rdi: 0.9 x 107 AU/Mr. 0 Co/ Yes
Drifi: 0.9 x 10° AU/, O Khéng/ No
Dé ding bude song: < 1.0 nm. U Co/ Yes
Wavelength accuracy: < 1.0 nm. O Khéng/ No
D¢ chinh xéc budce séng: < 0.1 nm, O Co/ Yes
Wavelength precision: <0.1 nm U Khong/ No
D¢ phén giai: < 1.5 nm. Q Cé/ Yes
Resolution of wavelength: < 1.5 nm. U Khong/ No
Khoang tuyén tinh: 2.0 + 2.5 AU. 0 Co/ Yes
Linearity range: 2.0+ 2.5 AU. Q) Khéng/ No
D& rong khe: 2 + 8 nm. 0 Co/ Yes
Stit width: 2 + 8 nm 0 Khong/ No
Hién thi tin hidu: man hinh cdm ‘g mau 10”. | Q C&/ Yes
Signal Display 10" color LCD touchscreen. U Khong/ No
C6 chirc ning diéu khién khoi dong hé thing,
auto-purge va luu trir usage data, hé tro/hudng
dan bao tri. O Co/ Yes
It has functions for system startup control, | & Khong/ No
awto-purge, usage data  storage, and
Chi¢ nitng maintenance support/guidance.
/ Functions C6 thé hoat déng ddc 1ap qua man hinh cém
img hotc két ndi bing phin mém trén méy tinh. | Q CO/ Yes
Can operate independenily via the touchscreen | 1 Khong/ No
or by connecting to software on a compuler.
H trg it nhit 5 ngdn ngir (khong bao gdm | O Cof Yes
1iéng Anh). U Khdng/ No
Lén ban hanh/ Fersion: 01 Trang/ Pages:
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St Théng s/ M ta Tiéu chudin Chip thu@n | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks

Supports at least 5 languages (not including

English).

K&t ndi voi cde hé thong bom, autosampler...

qua 2 c¢dng ctia mang CAN bus ports. Q Co/ Yes

Connects with pumps, autosamplers, ete., via 2 | [ Khong/ No

CAN bus network ports,

C6 thé quan st tinh trang ap sudt, tin hiéu

detector, canh bdo 16i...tir Lab Assist Interface.

Q Co/ Yes

Can observe pressure status, detector signals,
error warnings, efc., from the Lab Assist

Interface.

O Khong/ No

Cé6 tich hop Switch LAN dé két néi mang hodic
may tram CDS,

o B et TN dlwsd

Q Co/ Yes
Features an integrated LAN switch for network 0 Khong/ No
connection or to the CDS (Chromatography
Data System) workstation.
C6 tich hgp chire ning kiém sodt nhiét d6 dién
tlr va co sensor phat hién ro ri dung maéi.

Q Co/ Yes
Features integrated electronic temperature Q Khong/ No
control functionality and a sensor for detecting
solvent leaks.
C6 chire niing kiém sodt nhiét d cell do (méu
thir va mau déi chiéu). U Co/ Yes
Control the temperature of the measurement | Q Khong/ No
cells (sample and reference).
Céng két néi: Bluetooth, Ethernet (LAN),
USB-A, USB-C va RS232 d& két nbi may tinh, | B CO/ Yes
may in. U Khéng/ No

Connection ports: Bluetooth, Ethernet (LAN),

Lén ban hanh/ Version: 01

Trang/ Pages: lﬂﬂﬁ) ‘{&
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PAU DO CHUOI DIOD QUANG
PHOTO DIODE ARRAY DETECTOR

RD-URS-008.00

Stt Théng s6/ Mb ta

No. | Parameter/ Description

Tiéu chufn
Specification

Chép thudn

Acceptance

Ghi cha

Remarks

USB-A, USB-C, and RS232 for connecting to a

computer or printer,

Céc canh béo duoc hién thi trén man hinh kém
v6i Am thanh canh béao. Thiét bi khéng thé hoat
d¢ng khi chua xir Iy cac canh béo.

The alarms are displayed on the screen
along with the warning sound. The
equipment cannot operate when the alarms

are not solved.

Q Co/ Yes
0 Khong/ No

Vit liéu ché tao
8 | Materials of

construciion

Vit lidu sir dung trong hé théng 1a loai: chéng
bam bén, chfmg an mon, chiu duge acid/base,
tuong thich véi nhiéu loai dung méi hitu co va
nuroe,

The material used in the system are: anti-
Sfouling, anti-corrosion, acid/base resistant,
compatible with many (ypes of organic solvents

and water,

U Co/ Yes
O Khong/ No

Ny ot N )

g | Paotao
Training

Nha cung cp phai chi rd va cung cép tai liéu

chuong trinh dao tao cho nhén vién vin hanh
va nhén vién ky thuét

The vendor has to specify and provide the
document of the training program for the

operating and technical personnel,

Q Cof Yes
0 Khong/ No

Céc budi dao tao riéng bi¢t s& dugce t6 chitc cho
nhén vién vin hanh va nhan vién k§ thuét

Separate training sessions have to be
organized for: Operators and technical

personnel.

Q Co/ Yes
0 Khong/ No

Lin ban hanh/ Version: 01

Trang/ Pages:
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PAU DO CHUOI DIOD QUANG
PHOTO DIODE ARRAY DETECTOR

RD-URS-008.00

Sti

No.

Théong s6/ M ta

Parameter/ Description

Tiéu chuiin
Specification

Chép thudn

Acceptance

Ghi cha

Remarks

10

Phin mém diéu khién

Control software

Phin mém quan 1y, diéu khién h¢ théng cén,
thu thip va xir Iy dir lidu, bao céo két qua cia
hing phai 14 phén mém mdi nhit, ¢6 ban
quyén, dé sir dung va bao dudng.

The management and control sofiware for the
weighing  system, dala acquisition and
processing, and resulls reporting must be the
latest version from the manufacturer, licensed,

easy to use, and easy to maintain.

0 Co/ Yes
O Khéng/ No

Tudn thit huémg dn GAMPS, dap tng t6i thiéu
Category 4.
Compliant with GAMPJ guidelines, meeting at

least Category 4

0 Co/ Yes
0 Khong/ Neo

C6 kha niing két ndi, truyén va ddng b dir lidu
véi cdc phin mém MES, SCADA, LIMS, hoic
hé théng quan ly GMP.

Capable of connecting, transmitting, and
synchronizing data with MES, SCADA, LIMS,

software, or a GMP management system.

0 Co/ Yes
{ Khéng/ No

C6 chite ning xudt/gdi dit lidu do true tiép dén

bang tinh Excel. O Co/ Yes
Capable of exporting/sending measurement | Khong/ No
data directly to an Excel spreadsheet.

Co chite ndng tu kiém tra tinh trang hé théng

trude khi van hanh, phéat hién 16i ty dong va

dwra ra thong bao 161 chi tiét. O Co/ Yes

It has a function for awtomatic system status
check before operation, automatic error

detection, and detailed error notifications.

O Khong/ No

Lan ban hanh/ Version: 01
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PAU DO CHUOI DIOD QUANG
PHOTO DIODE ARRAY DETECTOR

RD-URS-008.00

Stt

No.

Thing s6/ Mb ta

Parameter/ Description

Tiéu chufin

Specification

Chép thufin

Acceptance

Ghi chi

Remarks

C6 thé twong thich va didu khién duge cac thiét
bi ctia nhiéu hing khac nhau (> 04 hang).

Compatible with and capable of controlling
= 4

LC-GC from various manufacturers

manufacturers).

Q Co/ Yes
Q Khéng/ No

C6 kha ning ning cép thanh phin mém diéu
khién nhiéu hé théng trén cing mot thiét bj
may tinh (> 10 hé thing).

Upgradeable to conirol multiple LC-GC
systems on the same computer device (= 1)

systems).

O Cof Yes
O Khong/ No

C6 kha nang truyén di liéu, diéu khién hé
théng tir mdy tinh bang thoéng qua két néi
Internet hodic mang LAN.

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

connection.

O Cof Yes
O Khong/ No

Co chuong trinh theo doi, ghi lai va bdo cdo
théng s6 tudi tho dén, cell do, hé théng cam
bién v céc théng s6 quan trong khéc trong thoi
gian van hanh hé théng,

It has a program to monitor, record and report
lamp life parameters, measuring cells, sensor
system, and other important parameters during

system operation.

O Cof Yes
O Khéng/ No

Pap ung va tudn thu theo 21 CFR (FDA,
PIC/S, EU-GMP):

» Biit buge login.

» Thiét lap va quan ly cdc chinh sdch bao mat

Q Co/ Yes
U Khong/ No

Lin ban hanh/ Version: 01

Trang/ Pages:
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PAU DO CHUOI DIOD QUANG
PHOTO DIODE ARRAY DETECTOR

RD-URS-008.00

Stt |  Théng sé/ Mo ta

No. | Parameter/ Description

Tiéu chuén

Specification

Chip thufin

Acceptance

Ghi cha

Remarks

dé dam bao xir Iy dit lidu phu hop.

* Quéan ly quyén truy cdp va phan quyén nguoi
ding.

+ Dinh dang xufit dir liéu; PDF va CSV/Excel
chuéin 1SO 8601,

o Luu trit co so dir liéu/hd so dién tir dam béo
ALCOA+,

» Truy xudt ngudn gée dir liéu ddy du thong qua
Audit Trails.

* Tty chinh va thye thi chit ky dién tir dé thiét
lap trach nhiém.

» Ghi nhin ddy di hanh dong, thei gian, ngudi
thuc hién va ly do thay doi dix lidu.

* Co tinh ning back-up ty dong dir lidu vé
server dinh ky.

Meets and complies with 21 CFR (FDA, PIC/S,
EU-GMP):

* Mandatory login.

« Establish and manage security policies to
ensure appropriate data handling.

* 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,

[.An ban hinh/ Version: 01
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PAU DO CHUOI DIOD QUANG
PHOTO DIODE ARRAY DETECTOR

RD-URS-008.00

Stt Théng s/ Mb ti

No. | Parameter/ Description

Tiéu chuin
Specification

Chép thudn

Acceptance

Ghi chu

Remarks

and reason for data changes.
* Automatic periodic data backup feature to the

server

Viée kiém soat truy cip phim mém s& doc lap
v6i h¢ diéu hanh va c6 thé duge cau hinh. Mt
mé-dun danh cho cdc quan trj vién s& c¢6 sin
trong phin mém, noi tt ca cac tai khoan nguoi
ding duge 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).

O Co/ Yes
Q Khéng/ No

11 | May tinh/ Computer

Mainboard: Asus TUF Z790 PLUS Wifi.

CPU: Intel® Core™ i7 Gen 14" (Turbo 5.4 GHz
- 33 MB).

Cooling: Deepcool LT520 Black/WH White
(AL1O 240 mm).

RAM 32 GB DDRS5 Bus 4800 MHz.

VGA Card NDVIA GTX 1650 Super 4.0 GB.
SSD: 1024 GB NVMe™ PCIe® Gen 4.0
(7000/6000 MB/s).

PSU: 650 W 80 Plus Gold Corsair RM650e.
Monitor: 32" IPS 2K Ims 165Hz HDR Ratio
16:9 Curved.

Communication port: HDMI, USB-B, USB-C,
VGA, DisplayPort 1.4.

Headsets bluetooth Pro 3 Type-C MFHP4.

0 Co/ Yes
O Khéng/ No

Lin ban hanh/ Version: 01

Trang/ Pages:
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PAU DO CHUOI DIOD QUANG
PHOTO DIODE ARRAY DETECTOR
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PR e R |

e RD-URS-008.00
Stt Théng s6/ M ti Tiéu chudin ChAp thuin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
WLAN Gbit, Wifi 6, Bluetooth 5.3, Webcam.
OS Window 11 Pro 64 bit (offical).
MS Office 2024/365 (offical).
Optical wireless mouse and mechanical
keyboard (with deskpad).
5. THONG TIN HE THONG PHU TRQ/ UTILITY AVAILABLE
Stt Théng s6/ Mé th Tiéu chuin Ch4p thuin | Ghichi
Neo. | Parameter/ Description Specification Acceptance | Remarks
Ngubn dién cung cép O Co/ Yes
1 220V £ 10%; 2 phase; 50 Hz
Power supply U Khong/ No
Sir dung d& 13p d3t mdy ban ddu va sir dung
trong qua trinh vén hanh va thyc hién cdc bdo
, B tool-kit chinh hiing | tri don gian. O Co/ Yes
Official Toolkit set. Used for initial machine setup, operation, and | 0 Khdng/ No
performing simple maintenance.
S6 lwgng/ Quality: 01 b/ set,
; Déy mao quan 0.12 Capillary ST 0.12-280 Long Socket O Co/ Yes
| Capiltary 0.12 Sb lugng/ Quality: 02 day/ unit. O Khéng/ No
Két ndi véi cae module khéc/méy tinh.,
Cép LAN, CAN 0 Co/ Yes
4 Connect with other module/computer.
Cable LAN, CAN " O Khéng/ No
S0 lwong/ Quality: 02 day/ unit.
Man hinh eam émg da diém 10.1 inch
Man hinh LCD 5 SR RIE RIS QO Co/ Yes
5 Capacitive multi-touch 10.1 inch
LCD touch screen - 0 Khong/ No
So lugng/ Quality: 01 c&i/ unit
: Q Co/ Yes
6 | InfinityLab Assist Hub | 86 lugng/ Quality: 01 bd/ set
s (1 Khéng/ No
7 | B§ kep an todn S6 lugng/ Quality: 01 b/ set QO Co/ Yes
Lén ban hanh/ Fersion: 01 Trang/ Pages: 16/26
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PHOTO DIODE ARRAY DETECTOR

i RD-URS-008.00
Stt |  Thong sb/ Mb t Tiéu chudn : Chép thuin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Safety Clip Kit 0 Khong/ No o
Display Holder Base | | Q Co/ Yes
8 So luong/ Quality: 01 bé/ set
Assembly 0 Khang/ No
o Power Cord EU/RU/| 250V 10A Q Co/ Yes
© |KRCI132m S lugng/ Quality: 01 b/ set 0 Khong/ No
B§ ndi Union-kit.
" Q Co/ Yes
10 | Union stainless steel, | SO lugng/ Quality: 01 bd/ set
: O Khéng/ No
inert,
Khay chira chai dun;
L § O Co/ Yes
11 | dung mdi chinh hing, S6 lugng/ Quality: 01 b/ set
Solvent bottle holder H Eiting/No
Phu loc cho cic kénh | Ddu e thity tinh 40 um
) 0 Cof Yes
12 | pha dgng. Preparative, 40 um, glass,
Solvent botile inlet filter | S6 lugng/ Quality: 10 cal/ unit A Khaug/ No
Khay chira vial 1.5ml
o . Khay chira 66 vial x 1.5ml O Co/ Yes
13 | cua bd tiém mau .
. So lwong/ Quality: 02 cai/ unit U Khong/ No
Autosampler vial tray
ot phin tich 4.6- -cm; 5-
Agilent ZORBAX Cot phén tic : 6-mm x 25-cm; S-pm.
Cot bao vé/ticn cot - : 0 Co/ ¥
14 | Bclipse XDB-C18 0 'an vé/tien cot (guard/pre-column) Of res
. Bo noi cot (g ap. o cf S AT
LC Column Analytical 0 not cbt (guard holder, coulpler...) U Khéng/ No
S0 lugng/ Quality: 01 bo/ set
Cong sudt/ Capacity > 3000 VA/2700 W
S0 lugng dc quy trong tich hop sin > 05 céi.
RETR IRECHNRR I - 0 C6/ Yes
15 | B§ luu dién Number of buili-in batteries > 05 unit.
¢ s " . O Khéng/ N,
Thoi gian luu dién (70% tai) > 10 phat, i
Backup time (70% load) = 10 minutes.
Lan ban hanh/ Version: 01 Trang/ Pages: 17/26
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PAU DO CHUOI DIOD QUANG
PHOTO DIODE ARRAY DETECTOR

RD-URS-008.00

6. KIEM TRA VA FAT/ INSPECTION AND FAT

Stt
Na.

Thong so/ M ti
Parameter/
Description

Tiéu chuiin
Specification

Chiéip thuiin
Acceptance

Ghi cha
Remarks

FAT

Méy s& duge kiém tra tai noi san xuét bai nha sin
xudt dudi sy gidm sat cha khach hang. Pham vi téi
thidu ciia FAT gom:

« Kiém tra céc thanh phén co khi va dién

* Thir nghi¢m chirc ning mdy

» Kiém tra canh béo, khod lién dong

» Kiém tra cdc tai liéu cua hé théng
The equipment shall be checked at the
manufacturer site by the manufacturer under the
supervision of customer. Minimum scope of
FAT:

« Check of the mechanical and electrical

COMPOnents,

* Test system functions

» Test alarms, interlocks

O Co/f Yes
Q Khong/ No

1Q

Thiét ké/ céu triic cta tai liéu 1Q phai tudn theo hé
théng dé cuong va béo céo (nha cung cdp soan thio
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).

O Co/ Yes
0 Khong/ No

Viée danh gid lp dit s& duge thuc hién bai nha
cung céip va ghi nhéin bai nhin vién cta khach hang
¢ nha may duéi sy giam sat ciia nhom CFT

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

personnel on the site of the customer under the

O Co/ Yes
L Khong/ No

A 5 4
Lan ban hinh/ Fersion: 0]

Trang/ Pages:
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PHOTO DIODE ARRAY DETECTOR

RD-URS-008.00

gp | THOngsb/ME W Tiu chuln Chép thugn | Ghi chi
N S Specification Acce mm':e Remarks
. Description e P
supervision of CFT team.
Pham vi t6i thiéu ctia 1Q:
« Kiém tra viéc Iﬁp ddt va dan nhin cta bd phén
+ Kiém tra vét li¢u clia cdc bd phén
« Kiém tra cdc h¢ thong phy tr
i 0 Co/ Yes
Minimum scope of 1Q:
s SEupe G0 0 Khong/ No
» Check of installation and tagging of
COMPORENLS.
« Check of material of components.
» Check of ufility systems.
Thiét ké/ cdu tric coa tai 1iéu OQ phai tudn theo hg
théng dé cuong va béo cdo (nha cung cdp soan thao
dé cuong, DCL kiém tra va phé duyét
The d y » e Vip ¢ duye) Q Co/ Yes
The design/ structure of the OQ-documents has to
& / ¢ Q Khéng/ No
Jollow the protocol and report sysiematic
(protocol generation to be done bv Vendor, DCL
reviews and approves).
3 10Q
Vige danh gid van hanh s& duoc thye hién bdi nha
cung cip va ghi nhin boi nhan vién ctia khéch hang
& nha may dudi su gidm sat ciia nhém CFT
yEHISNE Q Co/ Yes
The operation qualification will be conducted by "
) Khéng/ No
vendor and recorded by the customer personnel
on the site of the customer and under (he
supervision of CFT team.
Vige danh gid hiéu ning s& duge chuén bj va thue
” hién bai khach hiang véi su tham gia cia nha cung | O CO/ Yes
4 Q cAp. 0 Khong/ No
The performance qualification will be prepared
LAn ban hinh/ Version: 01 Trang/ Pages: 19/26
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Thong s6/ M ta
Stt s kb Tiéu chuén Chéip thuin | Ghi chd
No ] Specification Acceptance | Remarks
) Description " P ‘
and conducted by the customer with the
attendance of the vendor,
7. LAP DAT, VAN HANH THU, VA HE THONG HO SO TAI LIEU/
INSTALLATION, COMMISSIONING AND DOCUMENTARY
A & A
St T";“g e Mj ta Tiéu chuiin Chép thufn | Ghi chi
No. am”.'ﬂfr Specification Acceptance | Remarks
Description
Viée lap dat, dénh gid va van hanh thir s& duge thue
. .| hién tai nha mdy cia khéch hang béi nha cung cfp
Lap dat va vén
e dudi sy hd trg va gidm sat tir phia khich hang. O o/ Yes
] The installation, ificati ;
T e installation, qualification and commissioning 0 Khong/ No
L shall be conducted on the customer side by the
commussioning
vendor under supporting and supervision of the
customer side.
Nha cung céip phii cung cép céc hd so dé dénh gia
thiét bi va chimg minh chét lugng cua thiét bj dap
H¢ théng tai liéu | (mg véi URS ndy. Q Co/ Yes
2 , x
Documentation The vendor must provide the documents io qualify | 4 Khong/ No
the 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 lidu Chép thufn | Ghi chi
No. Stage Document details Acceptance | Remarks
Dic diém ky thuét thiét ké. O Cof Yes
MK Oghiing Design specification. O Khéng/ Ne
1 | After purchase
order Dice diém k¥ thuét vé chic nang. O Co/ Yes
Lan ban hanh/ Version: 01 Trang/ Pages:
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Stt Giai dogn Thong tin tai li¢u Chép thudn | Ghi cha
No. Stage Document details Acceptance | Remarks
/ - Functional specification. 0 Khong/ No
Bén v& chung. Q Co/ Yes
General arrangement diagram. 0 Khéng/ No
; E:’:j;iié thict ke Sor d6 nbi dién. O Co/ Yes
aualificetion Electrical wiring diagram. 0 Khéng/ No
Bin vé lap rap bang diéu khién. 0 Co/ Yes
Control panel assembly drawing. O Khong/ No
Pé cuong va béo cdo 1Q. 0 Co/ Yes
10 protocol and report. Q Khong/ No
Pé cuong va béo cdo 0Q. Q Co/ Yes
0Q protocol and report. Q) Khong/ Ne
Chimg nhén thir nghiém ciia thiét bj. Q Co/ Yes
Test certificate of the equipment. Q) Khéng/ No
Gidly chimg nhidn MOC, 0 Co/ Yes
Trong qué trinh MOC certificates. O Khong/ No
Vﬁn_ hanh — thir | Chimg nhat xudt xi. 0 Co/ Yes
: ;i:“ém VA OOD ot of OFEIH (CO), 0 Khéng/ No
During Chimg nhén chét lugng, Q Co/ Yes
commissioning Certificate of Quality (CQ). 0 Khéng/ No
and qualification z
Chirng nhén dap (mg tiéu chuan GLP, ISO 170235,
CE/EMC. Q Co/ Yes
Certification of compliance with GLP, ISO 17025, | O Khéng/ No
CE/EMC standards.
Tai ligu vé":whif‘;u ning (PQ/PV): dénh gia rui ro cua
quy trinh, khuyén cdo quy trinh, tan sudt kiém soat | O Co/ Yes
thiét bi dinh ky, dam bao tudn thu nghiém ngit cdc | O Khéng/ No

yéu cdu cua USP, EP, JP hodc hd so danh gid hiéu

Lan ban hanh/ Version: 01
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Stt Giai doan
No. Stage

Thing tin tii liéu

Document details

Chép thujn

Acceptance

Ghi chii

Remarks

nﬁnguthiét bi tai cic phong thi nghu’;‘zm dat chufn
GLP/ISO/IEC 17025 turong tu.

Documentation  on  Performance  Qualification
(PO/PV):  assessment of process risks, process
recommendations, frequency of periodic equipment
control, ensuring strict compliance with USP, EP, JP
requirements, or documentation of equipment
performance assessment at similar GLP/SO/IEC

17025 certified laboratories.

Tai li¢u danh gid cdc rii ro cia thiét bj (FMEA).

Documentation on equipment risk assessment.

O Co/ Yes
O Khéng/ No

Tai liéu thiét bj tudn thia DSC, nhim hd tro cdc quy
trinh QbD.

Equipment  Documentation compliant  with DSC
supporting QbD processes.

Q Co/ Yes
0 Khéng/ No

—_— L W,

Tai liéu xdc minh hiéu ning thiét bj phu hop véi muc
dich sir dung.
Application  Suitability — Assessment:  Document
verifying that the equipment’s performance is fit for

ity intended use.

0 Co/ Yes
J Khdng/ No

Béo cdo higu chudn theo ICH, USP <857>, 0 Co/ Yes
Calibration Report according to ICH, USP. 0 Khéng/ No
$4 tay huémg din sir dung phin mém, Q Co/ Yes
Instruction manual for sofiware. [ Khdng/ No
Sb huémg din van hanh va bdo tri, O Co/ Yes
Operational and maintenance manual. U Khong/ No
Hudng dén xir 1y sy ¢b. Q Co/ Yes
Troubleshooting guidance. O Khong/ No

LAn ban hanh/ Version: 01
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Stt Giai doan Thong tin tii li¢u Chip thuin | Ghi chi
No. Stage Document details Acceptance | Remarks
Danh sach cac hé so lién quan dén thiét bi. 0 Co/ Yes
List of documentation which are associated with the Q Khong/ No
equipment.
Danh sach cac b phéin dign vdéi thong tin nhu loai,
cong sudt dinh mire, nha cung cép, v.v. Q Co/ Yes
Electrical component list with information such as | W Khong/ No
type, rated power, vendor, elc.
Danh sach cdc phy ting (co khi, di¢n, dung cuy,
loc) dugce khuyén cdo béi nha cung cép. Q Co/ Yes
Spare  parts list  (mechanical, electrical, | 4 Khong/ No
instrument, filter) recommended by vendor.
Che daiihi stk Danh séch céc canh béo U Co/ Yes
4 | dinh kém Alarm/ Warning list O Khong/ No

The attached lists

Danh sach chat béi tron vai lich trinh sir dung cac
chét boi tron dé cho biét loai va cip chéit bdi tron
cén thiét cho thiét bi duge cung cdp

Lubricant  lists with lubricant schedule to
indicate type and grade of lubricants required for

all equipment supplied.

O Co/ Yes
0 Khong/ No

Danh séich tién ich cho biét cdc thong s k§ thudt cia
cdc tién ich cdn thiét cho viée khoi dong va van hanh

thiét bi.

Ulility list to indicate technical parameters of all
utilities  required 1o start and operate the
equipment.

O Co/ Yes
Q Khang/ No

9. PHUONG AN LAM VIEC/ WORK EXECUTION METHODOLOGY

Nha cung cfip phai theo phuong 4n 1am viée sau:

Lén ban hanl/ Version. 01

- URS duge giri cho cac nha cung cdp duge chon.

- URS is given to selected vendors.

Trang/ Pages:

Vendor has to follow this execution methodology:
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- Nha cung cdp giri dé xudt ky thufit véi chi tiét
dugc ghi nhdn trong URS di duge dién véi cace
tai liéu ho trg, cdc ban v&, v.v. va cic théng tin bd
sung néu cé.

- Thao lugn k§ thugt, hoan thign va vi¢ec phé
duyét URS tir nha cung cép ciing nhu khich
hang.

- Nhi cung cip gii DQ vdi cac tai lidu, cac ban
vE, cde bang dit liéu, v.v.

- Phé duyét DQ.

= Thir nghi¢m nghiém thu tai nha mdy cia nha

- 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

cung cip néu dugc yéu cdu,

- Lap dat thiét bj.

- Pénh gid ldp dat.

- Panh gia vin hanh/ Van hanh thir nghiém,

- [nstallation.
- Installation qualification.

- Operational qualification/ Commissioning,

10. LICH GIAO HANG/ DELIVERY SCHEDULE

Nha cung cAp giri biéu dd cho cac hoat dong tai thoi Vendor submits bar chart for various

diém chao hang. activities at the time of offer.

11. DIA DIEM GIAO HANG/ DELIVERY SITE

CONG TY CO PHAN DUQC PHAM CUU LONG
(Dija chi: 86 150, duong 14/9, phudmg Thanh Dic,
tinh Vinh Long, Viét Nam)

CUU LONG PHARMACEUTICAL JOINT
STOCK COMPANY. (Address: Number 150,
Street  14/9, Thanh Due Ward, Vinh Long

Province, Viet Nam),

12. PHUONG THU'C VAN CHUYEN/ MODE OF TRANSPORT
Dya trén thod thudin ctia nha cung cdp voi khich | Based on the agreement of the supplier with the

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

13. TAI LIEU DINH KEM/ ATTACHMENTS
NA

Lén ban hanh/ Version: 01 Trang/ Pages: 24/26
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14. TAI LIEU THAM KHAO/ REFERENCES

NA

15. TU VIET TAT/ ABBREVIATIONS

Dang rit gon Dang hoan chinh
Short form Full form
CFT B¢ phén chire néing lién quan/ Cross-Functional Team
FAT Kiém tra ng-}:.iém thu tai nha may/ Factory acceptance test
URS Yéu ciu k¥ thudt ctia ngudi sir dung/ User requirement specification
GLP Thye hanh t6t phong thi nghiém/ Good Laboratory Practice
- ISO T chirc Tiéu chuin héa Quée &/ International Organization for Standardization
) _CE Sy phit hop ctiia Chau Au/ Conformité Européenne
DQ Dénh gid thiét ké/ Design Qualification
1Q Eﬁnh gid lap dat/ Installation Qualification i
0Q Dénh gid vén hanh/ Operational Qualification
PQ Dénh gia hi¢u nang/ Performance Qualification
PV Xdc minh higu néng/ Performance Verification
USP Duge dién Hoa Ky/ United States Pharmacopeia
EP Duge dién Chau Au/ European Pharmacopoeia
JP Duge dién Nhit Ban/ Japanese Pharmacopoeia
FMEA Phién tich cac ché do sai hong va dnh hwomg/ Failure Modes and Effects Analysis
DSC Phuong phap do nhiét lugng quét vi saif Differential Scanning Calorimetry
QbD Chat lugng boi thiét ké/ Quality by Design
SLA Thoa thuéin mire d§ dich v/ Service Level Agreement
DCL CONG TY CO PHAN DUQC PHAM CUU LONG/ CUU LONG PHARMACEUTICAL
Lan ban hanh/ Fersion. 01 Trang/ Pages: 25/26

= S

i

W



DCL )

For Health - For Life

PAU DO CHUOI DIOD QUANG
PHOTO DIODE ARRAY DETECTOR

RD-URS-008.00

JOINT STOCK COMPANY

16. LICH SU THAY POV REVISION HISTORY

S6 thi ty An bén s6 N¢i dung thay ddi Ngay hi¢u lye
Neo. Version No, Content of change Effective Date
Ban hanh lin déu tién

01

00

The first issue

Lan ban hanh/ Version: 01

- END OF DOCUMENT -

Trang/ Pages: 26/26
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Ngay hiéu lue/
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1. MUC PiCH/ OBJECTIVE

Muc tiéu cuia tai licu nay la xéc dinh yéu cdu ciia | Objective of this document is to specify the
ngudi ding dbi vai thiét bi/ & théng duge dé ¢dp | requirement of user for the mentioned equipment /
vé cong suit / ddu ra, kiém soat quy trinh.... system with respect to capacily /foutput, process

control, etc.

2. PHAM VI AP DUNG/ SCOPE
URS nay chi 4p dung cho CAN PHAN TICH VI | This URS is applicable only for MICROBALANCE
LUCONG duoc lip dat tai phong Nghién ctru va | which is installed at R&D department of CUU LONG
Phét trién ctia CONG TY CO PHAN DUQC | PHARMACEUTICAL JOINT STOCK COMPANY.
PHAM CUU LONG.

3. TONG QUAN/ OVERVIEW
Stt Théng s6/ Md ta Tiéu chuén Chép thujn | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
- . “ ..
Tenthigtbivatiéu | o AN PHAN TICH VI LUGNG Q 4 Yes
1 chudn/ Equipment name MICROBAIANCE 0O Khong/ No
and standard
Ding dé edn méu cé khdi luong it nhé nhim
dam bao d¢ tin cdy cia phép cian va sy phi hgp
y Mue dich st dyng voi cdc yéu cdu tiéu chudn qube t&/ Use for | O CO/ Yes
Intended Use weighing very small sample masses to ensure U Khéng/ No
measurement reliability and compliance with
international standards.
A rALLE oA H
So thiét bi yéu ciu N 0 Cé/ Ves
3 | No. of equipment 0 Khéng/ No
required
Nhé cung cdp ¢6 trdch nhiém vén chuyén thiét
i Vin chuyén bi dén nha méay ciia khdch hing. Phai liét ké tét | 9 CO/ Yes
Delivery ca nhitmg b phan bit bude, cic bd phan con Q Khong/ No
thiéu,
Lén ban hanh/ Version: 01 Trang/ Pages: 3126
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Stt Thong s6/ M ta Tiéu chudfin | Chép thufn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
The vendor is responsible for transporting the
equipment (o the customer site. All required
components, missing parts must be listed.
Thiét ké thiét bi cy thé phai duge giri dén khach
Thiét k& thibt bi hang dé xem xét va lya chon. 0 Co/ Yes
5 Bt B eguimment The specified designs of the equipment must be 0 Khéng/ No
sent (o the customer for reviewing and
choosing.
X dinh pham vi Thiét bj phai hoat dong bn dinh & didu kién:
5 | 10 + 40°C, < 80% RH. Q Co/ Yes
Field identification The equipment must operate stably at the | J Khong/ No
condition: 10+ 40°C, <80% RH.
Ngon ngir Tiéng Anh U Co/ Yes
! Language English 1 Khéng/ No
. May mai 100% duge san xuét ti :
8 am san xudt Mu:f be 100% n:z, manufj:::;:ij?:zﬂﬂ 5 €O/ s
Year of manufacture U Khéng/ No
onwards.
) Xudt xir M hosic Chau Au 0 Co/ Yes
Origin USA or Europe 0 Khong/ No
Nha cung clp phai cam két hd tro ki thudt
24/7 (tryc tiép holic gidn tiép), cén bd ky thuat
phai ¢6 trong vong 36 giér ké tir khi nhén duoce
thong bao yéu céu kiém tra, sira chiva dot xuét.
HA trg ky thudt The supplier must commit to 24/7 technical | 1 C6/ Yes
10 Service support (direct or indirect), and technical stafi’| Q Khong/ No
must be available within 36 hours of receiving
notification for urgent inspection or repairs
(SLA).

Lan ban hinh/ Version: 01

Trang/ Pages: 4 2'5&_2/?

e L

i

i



DCL>

For Health - For Life

CAN PHAN TiCH VI LUQONG

MICROBALANCE
RD-URS-009.00

Stt Théng s6/ M ti Tiéu chuin Chéap thufin | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
) Béo tri dinh ky 06 thang/lin trong sudt thoi
Béo tri gian bao hanh, Q Co/ Yes
! Maintenance Periodic maintenance every 6 months during | 4 Khong/ No
the entire warranly period.
Sau thoi gian bao hanh, nha cung clp cam két
liép tuc thye hién dich vy bao tri, hidu chuin
néu khach hang c6 yéu cau va duy tri cung cap
cac phu tiing, phy kién thay thé, phy kién ning
) cip trong vong it nhét 10 nim. .

12 Phy kién thay the After  the warranty period, the supplier - Co{ "

SR ps e commits to continue performing maintenance e
and calibration services if the customer
requires them, and to maintain the supply of
spare parts, replacement accessories, and
upgrade accessories for at least 10 years.
Lip dat va huong din sir dung/bdo tri thiét bj

) (> 02 budi) phai do can by k§ thudt cia nha

Rhstn g ity cung cdp di duge ddo tao dam nhiém.

13 Yin b Installation and  training on  equipment - Cé{ o
Pstalietion e usage/maintenance (= 2 sessions) must be H Khong/ No
operatignalriaing performed by the supplier's trained technical

staff.
Thoi gian bao héanh khong duge it hon 12
B ik thang sau khi hoan thanh nghiém thu thiét bj. 0 C6/ Yes
14 Warranty Warranty period showld not be less than 12 O Khong/ No
months  after completion of equipment
commissioning.
Lén ban hanh/ Version: 01 Trang/ Pages:
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Stt Thong s6/ Mé ti Tiéu chuin Chéip thufin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Mdy phéi ¢6 bang nhin dang véi tén nha san
xudt, nim san xvdt, miu ma, sb seri vd mic
tiéu thy dién niing.
v Q C4/ Yes

Nhin nhin dang
Label identification

The equipment should have the identification
plate  with  the  manufacturer  name,
manufacturing year, model, serial number and

power consumption.

0 Khong/ No

Céc bd phén chinh va cdc thiét bi do lwong/
cam bién (néu c6) phéi duge xéc dinh va danh
mi s0.

The main components and the measuring
devices(sensors) must be identified and

numbered

Q Co/ Yes
U Khong/ No

Tét ca cac dudmg dén vao va dudmg ra (vi dy
dudng day dién, éng khi nén) phai duge xdc

dinh. 0 Co/ Yes
Al inflows and outflows (for example; | O Khong/ No
electrical wires, compressed air pipe) have to
be identified.
Phai xéc dinh va liét ké tét ca cac b phan cua

e O PRI R | oy it g
thiét bi.

U Khong/ No

All components have fo be identified and listed.

Hiéu chudn
Calibration

Cén phai duge hiéu chuin trude khi dua vao sit
dung va xde dinh khéi lwong cén thép nhit tai
phong thi nghié¢m.

The balance must be calibrated before use, and
the minimum weighable quantity (or minimum

sample) must be determined at the laboratory.

Q Cof Yes
U Khéng/ No

H . v
Lan ban hanh/ Version: 01
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The equipment must have emergency stop

in necessary case,

O Khéng/ Ne

Stt Thong s/ Mé ti Tiéu chuin Chip thufn | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks

Trong trirdmg hop mdy gip sy cd hodic mit két
ndi voi cac hé tht’:‘mg tign ich, may phai co cac
thiét bj bao vé cn thiét dé dam bao ring
ngudi van hanh, thiét bi va san phdm vin &
trong tinh trang an toan. L Co/ Yes
In the event of equipment malfunction or loss U Khong/ No
of utilities, the unit must contain all necessary
protection devices to ensure that the operator,
equipment and the product remain in a safe
condition,
Thiét bj ¢o tinh niing néi dét. 8 Cof Yes
The equipment has earthling function, U Khéng/ No
Thiét bj phai co cac canh bio va khoa lién
dong. Danh sdich nay cling phai duge cung

y | THhukngm toln ofip cling véi che tai liéu dénh gid. Q Co/ Yes

Safely feature Equipment must have the alarms and | Khong/ No

interlocks. The list must be provided along
with the gualification documents.
Thiét bj phai c6 thiét ké nat khan cdp dé dimg
mdy trong truong hop cén thiét, Q Co/ Yes

Dir liéu cua thiét bi phai duoc gir nguyén

sau khi mét dién. U Cof Yes
Equipment data must be retained after power |  Khong/ No
failure.
Thiét bi tw dong ngirng khi qua tai.
" FHECROE 0BG qH % Q Co/f Yes
The equipment automatica stops when
qee + 0 Khéng/ No

overload.

Lan ban hianh/ Version: 01
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Stt Théng so/ M6 ti Tiéu chufin Chép thufin | Ghichi
No. | Parameter/ Description Specification Acceptance | Remarks
D& dang vé sinh cac bé mat. U Co/ Yes -
Easv to clean all surfaces. U Khéng/ No
Cac b phin kim loai/ khéng phai kim loai
phai c6 khd ning vé sinh véi nhimg chat
4 Tinh nréng vé sinh phu hop (Isopropanol, Ethanol, Natri lauryl
Cleaning feature U Co/ Yes
sulfat, v.v.). O Khong/ No
Metal/ Non-metal parts shall be cleanable
with suitable agents (Isopropanol, Ethanol,
sodium lauryl sulfate, etc.).
Két cu cia cac bd phan cia thiét bj phai
cho phép thdo 1ip va thay ddi d& dang dé
Bio tri tidp cfin viée bao tri, Q Co/ Yes
i Maintenance Construction of all equipment parts shall | Khong/ No
enable easy removal and exchange for
mainfenance access.
Cong sudt cén tdi da: 1én dén 22 gam. Q Co/ Yes
Maximum Capacity up to 22 grams. U Khéng/ Ne
Kha niing doe: < 0.000001 g. O Co/ Yes
Readability is less than or equal to 0.000001 g. | @ Khéng/ No
D¢ léch chudn tai mire 20g: < 0.0025 mg, 0 Co/ Yes
Cé thong 8 Standard deviation at 20g level < 0.0025 mg. O Khéng/ No
6 | hoat dong D¢ 1éch chudn tai mire 1g: <0.0015 mg. O Co/ Yes
Process parameters | Syandard deviation at g level: <0.0015 mg. | O Khéng/ No
D4 1¢ch tim mire 10g (OIML R76): <0.02 mg. e Vs
Eccentricity deviation at 10g load (OIML R76): 0 Khéng! No
<0.02 mg.
D léch tuyén tinh, dién hinh: < 0.005 mg. Q Co/ Yes
Linearity deviation, typical: < 0.005 mg. Q) Khéng/ No
Lan ban hanh/ Version. 01 Trang/ Pages: 8/26
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Stt Théng s6/ M# ti Tiéu chuin Chip thudn | Ghi chi
Ne. | Parameter/ Description Specification Acceptance | Remarks
D4 13p lai, dién hinh: < 0.0007 mg, L Co/ Yes
Repeatahility, typieal: < 0.0007 mg. U Khong/ No
Do nhay offset (tai dinh danh): < 0.25 mg. O Co/ Yes
Sensitivity offset (nominal load): <0.25 mg. [ Khéng/ No
Khéi lugng miu nhé nhit (USP): < 1.5 mg, Q Co/ Yes
Minimum sample weight (USP): < 1.5 mg. U Khéng/ No
Khéi lrgng miu nhé nhét (U = 1.00%, k = 2):
< 0.15 mg. 0 Co/ Yes
Minimum sample weight (U = 1.00%, k = 2). K Khéng/ No
<0.15 mg.
D¢ tuyén tinh: + 0.02 mg. Q Co/ Yes
Linearity within 0.02 mg. U Khong/ No
Théi gian n dinh: < 2.5 gidy. 0 Co/ Yes
Settling Time < 2.5 gidy. U Khéng/ No
—H_i-éu chinh > 02 qué cén ndi chudn (ty dong). O Co/ Yes
Automatic calibration = 2 internal weights. U Khéng/ No
Di¢n tich dia cén (tron hode vudng) > 20 (em?) | A CO/ Yes
Weighing pan area (round/square): > 20 ¢em® | & Khéng/ No
Man hinh diéu khién: man hinh cam Gmg mau > 0 Co/ Yes
L U Khéng/ No
Control color display: touchscreen > 7.0 inches
Chiéu cao ¢6 thé sir dung 18ng chin: > 235 mm. | O C6/ Yes
Usable height of the draft shield: > 235 mm. U Khong/ No
Cira c6 thé déng/mo cira ty dong, dicu khién
Chire niing béng cam bién, Q Co/ Yes
? Functions The door can be opened/closed automatically, | 1 Khong/ No
controlled by sensors.
Lén ban hanh/ Version: 01 Trang/ Pages: 9/26
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Auwtomatic internal calibration function with
built-in  weights to conirol environmenial

femperafure,

O Khéng/ No

Stt | Thongsb/ M ta Tiéu chudn Chép thugn | Ghi cha
No. | Parameter/ Description Specification Acceptance | Remarks
Cé chire ning ty dong ndi chuén voi qua cén
duge 1ip sin bén trong thiét bi gitp kiém sodt
nhiét do méi trudmg, O Co/ Yes

Co chire ning ghi lai qua trinh ndi chudn, ngoai
chudn.
Record the internal and external calibration

processes

Q Co/ Yes
0 Khéng/ No

C6 chire ning canh bdo khéi lugng cin tdi
thiéu, gitp kim soét qua trinh cin ludn dat
duge sai sb cho phép.

Minimum sample weight warning function to
ensure the weighing process always stays

within the allowed tolerance.

Q Co/ Yes
U Khéng/ No

Co6 chire ning canh béo va bao vé khi cén khéi
luong qué tai.
Warning and protection function for overload

weighing.

Q Co/ Yes
U Khéng/ No

C6 chire niing canh béo khi cén khéng cin bing

vi ¢6 bang hudng din diéu chinh v& vi tri cén

bing. 0 Co/ Yes
Warning function for when the scale is not | Q Khong/ No
level, along with a guide to adjust it to a
balanced position.
C6 chite ning khoa cin, chéng truot trong qua

¢ Iy o 92 15 ca vy
trinh thao téc. R

0 Khéng/ No

Locking function to prevent slipping during

L . §
Lin ban hanh/ Fersion: 01
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Stt
No.

Tiéu chudn

Théng s6/ M ti Chip thuin | Ghichi
Parameter/ Description Specification Acceptance | Remarks
operation o
| Phan quyén user, cii dat password U Co/ Yes
User privilege and password setting function. U Khong/ No
C6 chite ning can thong ké, can cong thire, cin
%, cn dém, 0 Co/ Yes
Statistical weighing, formulation, percentage | d Khong/ No
weighing, and counting functions.
C6 chire nang nhic nhé khi cin dén han hiéu
chudn, Q Co/ Yes
Reminder function for when the scale is due for | @ Khéng/ No
calibration.
C6 chirc nang phat hién vat nhiém dién va dua
ra canh béo sai sb. Q Co/ Yes
A function to detect charged objects and issue | Q Khong/ No
an error warning,
Co dén canh béo trang thai cdn hién tai (Status
Light). Q Cof Yes

Status Light to indicate the current status of the

scale

O Khéng/ No

Céng két nbi: Bluetooth, Ethernet (LAN),
USB-A, USB-C va R8232 dé két ndi mdy tinh,

dong khi chua xir Iy cac canh bdo.

may in. O Co/ Yes
Connection ports: Bluetooth, Ethernet (LAN), | Q Khong/ No
USB-A, USB-C, and RS232 for connecting to a

compuler or prinfer.

Céc canh béo duge hién thiitrén man hinl? kém O Co/ Yes
voi dm thanh canh bdo. Thiét bi khéng thé hoat 0 Khong/ No

Lan ban hanh/ Persion: 01
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St
No.

Théong s6/ Mo ta

Parameter/ Description

- A A
Tiéu ehuin

Specification

Chép thudn

Acceptance

Ghi chu

Remarks

| The alarms are displayed on the screen

along with the warning sound. The

equipment cannot operate when the alarms

are not solved.

Vit ligu ché tao
Materials of
construction

Cdc vt ligu kim loai theo may 1a loai chiu héa
chit déc hai, dam bdo tudi tho lau dai cua can.

The metal materials provided with the
machine are resistant to  hazardous
chemicals, ensuring a long service life for

the balance.

O Co/ Yes
U Khéng/ No

Céc vit li¢u thay tinh theo mdy la loai trong
sudt, chiu lwc, chju hoa chit co ngudn gbe tir
Dtic hodc tiéu chudn tuong duong.

The glass materials provided with the machine
are  transparent,  pressure-resistant,  and
chemical-resistant, originating from Germany

or equivalent materials.

O Cof Yes
Q Khong/ No

D§ nhin ciia cdc bd phin trye tiép bing kim
logi c6 Ra<0.8
Surface finish of metal contact part must

meel Ra<0.8

Q Co/ Yes
O Khéng/ No

Céc b phin tiép xic truc tiép khong phai kim
loai (nhu dém) phai dat tiéu chudn duge phim
Non-metal contact part (such as gasket) must

meet pharma grade specification.

W Cof Yes
0 Khéng/ No

Cac bd phan tiép xic truc tiép kim loai phai
duge thu déng hoa va cb gidly chimg nhin
Metal contact part must be passivated and

have certificate.

Q Co/ Yes
U Khong/ No

A 5 .
Lan ban hanh/ Fersion. 01
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For Health - For Life

CAN PHAN TiCH VI LUONG

| Stt | Tiéu‘ chuéin

Thing s&/ M6 ti Chiip thuin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Cac b§ phin khong liép xue trye tiép phai dugc
lam tir SS304 hodic cde vét li¢u phit hop U Cé/ Yes
Non-contact parts must be made from | U Khong/ No
S8304 or suitable material.
Nhi cung céip phai chi r& vi cung cp tai liéu
chuong trinh dao tao cho nhdn vién vén hanh
va nhén vién k¥ thuét Q Co/ Yes
The vendor has to specify and provide the | Khong/ No
document of the training program for the
Do tao : -
9 e operating and technical personnel,
Training '
Céc budi dio tao riéng bit s&¢ duge to chite cho
nhén vién vén hanh va nhan vién k§ thut
Q Co/ Yes
Separate training sessions have to be
. _ O Khéng/ No .
organized for: Operators and technical o
personnel. y
t
Phin mém quan 1y, diéu khién h¢ théng cén, 4
thu thap va xur Iy dit lidu, bao céo két qua cla
hang phdi 13 phin mém ma&i nhét, ¢6 ban
quyén, d& st dung va bao dudmg.
O Co/ Yes
The ¢ * - or
e management and conirol software for the 0 Khéng/ No
weighing  system, data  acquisition and
' A ELE s A
10 Fhiin mem itu khicn processing, and results reporting must be the
Control software
latest version from the manufacturer, licensed,
easy to use, and easy to mainiain.
Tudn thit huéng din GAMPS, dép (g t6i thiéu
Category 4. 0 Co/ Yes
Compliant with GAMPS guidelines, meeting at | < Khdng/ No
least Category 4
Léan ban hanh/ Version: 01 Trang/ Pages. 13/26
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Y, MICROBALANCE
For Health - For Life RD-URS-009.00
Stt Théng s6/ Mé ti Tiéu chudn Chép thufn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks

C6 kha niing két ndi, truyén va dong I:-ﬁ-dfr liéu
vOi cdc phin mém MES, SCADA, LIMS,
LabX hodic hé thing quan 1y GMP. Q Co/ Yes
Capable of connecting, transmitting, and | J Khong/ No
synchronizing data with MES, SCADA, LIMS,
LabX software, or a GMP management system.
Cé chirc ning xudt/giri dit liéu do tryc tiép dén
bang tinh Excel. O Co/ Yes
Capable of exporting/sending measurement | U Khéng/ No
data directly to an Excel spreadsheet.
Cé chirc niing ty kiém tra tinh trang hé thong
trude khi van hanh, phat hién 16i ty dong va
dura ra théng béo 13i chi tiét. Q Co/ Yes
It has a function for automatic system status | Q Khong/ No
check before operation, automatic error
detection, and detailed error notifications.
C6 thé twong thich va diéu khién duge cac thiét
bi cén phén tich cta nhiéu hing khic nhau (>
(04 hang). 0 Co/ Yes
Compatible with and capable of controlling | 1 Khong/ No
analytical balances Jfrom various
manufacturers (Z 4 manufacturers).
Cé kha nang ning cdp thanh phin mém diéu
khién nhidu hé théng cn trén cling mét thiét bi
mdy tinh (> 10 hé thing). 0 Co/ Yes
Upgradeable to control multiple weighing | O Khong/ No
systems on the same computer device (= 10
systems),
C6 kha nang truyén dir liéu, diéu khién hé | 0 CO/ Yes
théng tir may tinh bang théng qua két ndi | L Khong/ No

1,4n ban hanh/ Version: 01
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Stt Théng s6/ M ti Tiéu chufin Chiip thugn | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Internet hofic mang LAN | -
Capable of data transmission and system
conirol from a tablet via Internet or LAN
connection.
C6 chuong trinh theo dai, ghi lai va bao céo
qua trinh thao téc, hidu chudn cn va cdc thong
s0 quan trong khéc trong thai gian vén hanh hé
théng.
It has a program to monitor, record, and report
the operation process, balance calibration, and
other important parameters during system
operafion.
Péap Umg va tudn thi theo 21 CFR (FDA,
PIC/S, EU-GMP):
» Biit buge login.
« Thiét ldp va quan 1y céc chinh sich bio mit
dé dam bao xir 1y dir liéu phi hop.
» Quén 1y quyén truy cdp va phan quyén ngudi
ding.
« Pinh dang xufit dir liéu: PDF va CSV/Excel
chudn 1SO 8601.
o Luu trit co s div liswhd so dién tir dam bao
ALCOA+,
» Truy xudt ngudn gde dir liéu ddy du thdng qua
Audit Trails.
» Tly chinh va thye thi chir ky dién tir dé thiét
lap trach nhig¢m.
* Ghi nhin diy do hanh dong, thoi gian, ngudi
thye hién va Iy do thay d6i dir li¢u.
* C6 tinh nang back-up tw dong dir ligu vé
Lén ban hanh/ Fersion: 01 Trang/ Pages: 15/26
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MICROBALANCE
RD-URS-009.00

Stt Théng s6/ Mé ti

No. | Parameter/ Description

Tiéu chufin

Specification

Chip thudn

Acceptance

Ghi cha

Remarks

server dinh ky.

Meets and complies with 21 CFR (FDA, PIC/S,
EU-GMP):

« Mandatory login.

» Establish and manage security policies o
ensure appropriate data handling.

» Access vrights managemenl and user
permission assignment.

« Data export format: PDF and CSV/Excel
compliant with 150 8601,

» Database/elecironic record storage ensuring
ALCOA+,

o Full data traceability through Audit Trails.

o Customizable and enforceable electronic
signatures to establish accountabiliiy.

o Full recording of actions, time, performer,
and reason for data changes.

» Automatic periodic data backup feature to the

server

Viée kiém sodt truy cip pham mém sé doc lap
véi hé diéu hanh va cé thé duge cdu hinh. Mot
mé-dum danh cho cdc quan trj vién s& 6 sén
trong phin mém, noi tat ca cdc tai khoan nguoi
ding duge 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).

Q Ca/ Yes
O Khong/ No

Ian ban hanl/ Version: 01

Trang/ Pages:
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CAN PHAN TiCH VI LUQNG

MICROBALANCE
RD-URS-009.00

Stt Thong s6/ M ta Tiéu chuiin Chép thufin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Cac thong so sau ddy co thé duge céu
hinh/duge thay dbi boi tai khoan quén trj vién
theo yéu céu sir dung ctia khéch hang:
» Chiéu dai mit khéu,
» Thoi han hiéu lye ciia mét khéu.
» 86 ldn dang nhfp sai trude khi tai khoan b
bét hogt.
o 0 Co/ Yes
Th Howi { b
e following  parameter  can ¢lq Khong/ No
configurable/ adiustable by administrator
account as per use requirements of the
customer:
« Length of password
* Validity period of password
* Number of failed logins until the account is
disabled
Phéin mém tyr dong diang xudt sau mét khoang
thai gian nhit dinh, ¢6 thé diéu chinh dugc Q Cof Yes
The software is auto-logo jf afier certain, | d Khéng/ No
configurable period.
Viée xod tai khoan/ bat hoat tai khoan khong
anh huéng dén lich sir dit liéu,
. M” ' j’ , Q Co Yes
The deletion of account/ The inactivation
f O Khong/ No
of the account shall not impact on the
I historical daia.
5. THONG TIN HE THONG PHU TRQ/ UTILITY AVAILABLE
Stt Théng sb/ Ma ti Tiéu chufin Chiip thuin | Ghi chi
No. | Parameter/ Description Specification Acceptance | Remarks
Nguon dién cung cd 0 Co/ Yes
| | SUOR SN FMIBEIR ) 200V 4 10%; 2 phase; 50 Hz )
Power supply 0 Khong/ No
Lan ban hanh/ Version: 01 Trang/ Pages: 17/26
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CAN PHAN TiCH VI LUQNG

MICROBALANCE
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Stt Thong s6/ Mb ti Tiéu chuiin Chép thugn | Ghicha
No. | Parameter/ Description Specification Acceptance | Remarks
5 My in kim Co chire ning théng ké 0 Cof Yes
Dot matrix printer Statistical function 0 Khong/ No
. B{ qua cén Cép chinh xdc > E2 O Co/ Yes
Weight set Accuracy class 2 E2 0 Khéng/ No
6. KIEM TRA VA FAT/ INSPECTION AND FAT
g | Thougad/ M ta Tiéu chufin Chip thuin | Ghi chi
No. Pﬂm",wr_ﬂr’( Specification Acceptance | Remarks
Description
May s& duge kidm tra tai noi san xudt boi nha san
xuft dudi su gidm sat clia khach hang. Pham vi toi
thiéu cua FAT gbm:
« Kiém tra céc thanh phan co khi va dién
* Thir nghiém chitc niing may
« Kiém tra canh béo, khod lién dong
» Kiém tra c4c tai liéu cua hé théng Q Co/ Yes
1 FAT The equipment shall be checked at the 0 Khong/ No
manufacturer site by the manufacturer under the
supervision of customer. Minimum scope of
FAT:
o Check of the mechanical and elecirical
components.
« Test system functions
o Test alarms, interlocks
Thiét ké/ cdu tric cua tai liéu 1Q phai tudn theo hé
théng dé cuong va béo cdo (nha cung chp soan thao
dé cwong, DCL kiém tra va phé duyét) Q Co/ Yes
2 |1 The design/ structure of the IQ-documents has to | & Khong/ No
follow the protocol and report systematic
(protocol generation to be done by Vendor,
Lan ban hanh/ Version; 01 Trang/ Pages: 18/26
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MICROBALANCE

For Health - For Life RD-URS-009.00
Stt Thome 80/ M0 ¢4 Tiéu chufin Chép thuin | Ghichi
No. Pamn':et.erf Specification Acceptance | Remarks
Description
DCL reviews and approves).
Viée danh gid lap dit s& duge thuc hign boi nha
cung ¢ap va ghi nhn boi nhéin vién cua khach hang
& nha may dudi sy giam sat cia nhém CFT 0 C&/ Yes
The installation qualification will be executed O Khong/ No
by the vendor and recorded by customer
personnel on the site of the customer under the
supervision of CFT team.
Pham vi t6i thiéu cua 1Q:
+ Kiém tra viée lap diit va dn nhén ciia bd phén
+ Kiém tra vat liéu cia cde bd phén
« Kidm tra cdc hé th-:‘mg phu trg 0 C6/ Yes
Minimum scope of 10: 0 Khong/ No
» Check of installation and tagging of
components.
« Check of material of components.
* Check of utility systems.
Thiét ké/ cdu tric cta tai liéu OQ phai tudn theo hé
thong d& curong va bao cdo (nha cung cip soan thao
dé cuong, DCL kiém tra va phé duyét) 0 C6/ Yes
The design/ structure of the OQ-documents has to O Khong/ No
follow the protocol and report systematic
3 10Q (protocol generation to be done bv Vendor, DCL
reviews and approves).
Viée danh gia vén hanh s&€ duge thye hién bdi nha
cung cip va ghi nhin boi nhan vién cla khéch hang | @ Co/ Yes
& nha médy dudi sy gidm sat cia nhom CFT U Khong/ No
The operation qualification will be conducted by
Lan ban hanh/ Version: 01 Trang/ Pages: 19/26 _
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; F AT
gi | THORESYMO.G Titu chudn Chép thugn | Ghi chi
No ol Specification Acceptance | Remarks
' Description P
vendor and recorded by the customer personnel
on the site of the customer and under the
supervision of CFT team.
Viée dénh gi hiéu ndng s& duge chun bj va thye
hién boi khach hang vai sy tham gia cha nhd cung
cap. Q Co/ Yes
4 PQ .
The performance qualification will be prepared | L Khong/ No
and conducted by the customer with the
attendance of the vendor,
7. LAP DAT, VAN HANH THU, VA HE THONG HO SO TAI LIEU/
INSTALLATION, COMMISSIONING AND DOCUMENTARY
- lit A 5
Stt Theog s Mot Tiéu chuéan Chép thuin | Ghi chi
No. Pamnl:er‘erf Specification Acceptance | Remarks
Description
Viée lip dat, danh gia va van hanh thir & duge thye
. | hién tai nha médy cta khach hang boi nha cung cip
Lip dat va van N ok
dudi sy ho trg va gidm sat tir phia khach hang.
hanh thi HRIR RIS L sl Q C4/ Yes
1 The installation, lification and ssioni
Installation and E L PRI L Khong/ No
e shall be conducted on the customer side by the
commissioning
vendor under supporting and supervision of the
customer side.
Nha cung cip phai cung cip cdc hd so dé danh gia
thiét bi va chimg minh chat lugng ctia thiét bi dip
Hé thong tai ligu | img vi URS nay. O Co/ Yes
2 : : A
Documentation The vendor must provide the documents to qualify | S Khong/ No
the equipment and prove the quality of the
equipment is in compliance with this URS.
Lin ban hanh/ Version: 01 Trang/ Pages: 2026
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8. CAC HO SO, TAI LIEU TOI THIEU CAN PUQC CUNG CAP/ MINIMUM

DOCUMENT TO BE FURNISHED

st Giai dogn Théng tin tAi lidu Chép thugn | Ghi chil
No. Stage Document details Acceptance | Remarks
Piic diém ky thudt thiét ké, 0 Co/ Yes
Sau khi ddthang | pegign specification Q Khong/ No
] After purchase - - = -
sipelis Pic diém k¥ thudt ve chire ning. Q Co/ Yes
Functional specification. O Khéng/ No
Ban vé& chung. Q Co/ Yes
General arrangement diagram. QO Khong/ No
- . g s A
Danh gid thitt k& | g5 44 néi dién. Q Co/ Yes
2 | Destgn Electrical wiring di 0 Khéng/ N
qualificalion ectrical wiring diagram. dng/ No
Ban v& 1ap rap bang diéu khién. Q Co/ Yes
Conirol panel assembly drawing. 0 Khéng/ No
Dé cuong va bio cdo 1Q. O Co/ Yes
10 protocol and report. O Khéng/ No
Pé cuong va bio cdo 0Q. O Co/ Yes
0Q protacol and report. 0 Khéng/ No
Chimng nhén thir nghiém ciia thiét bi. 0 Cé/ Yes
Trong qua winh | 7o certificate of the equipment. O Khong/ No
van  hanh  thir — = ;
nghiém va dénh Gidy chimg nhan MOC. Q Cof Yes
3 | gid MOC certificates. 0 Khéng/ No
Diriag Chig nhat xuft xu. Q C4 Yes
commissioning o o A
and qualification Certificate of Origin (CO), QO Khong/ No
Chimg nhan chit lugng. 0 Co/ Yes
Certificate of Quality (CQ). [ Khong/ No
Chimg nhan dap (mg tiéu chuén GLP, ISO 17025,
S O Co/ Yes
CE/EMC.
O Khéng/ No
Certification of compliance with GLP, 1SO 17025,
Lin ban hanh/ Fersion: 01 Trang/ Pages: 21126
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MICROBALANCE
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Stt |  Giaidoan Théng tin tai ligu Chép thudn | Ghi chi
No. Stage Document details Acceptance | Remarks
CE/EMC standards.
Chimg nhan tudn thi tiéu chudn R111 class E2.
Q Cof Yes
Certification of compliance with OIML R111 Class O Khong/ No
E2 standard.
Tai lidu v& hiéu ning (PQ/PV): danh gid rdi ro cla
quy trinh, khuyén céo quy trinh, tin sudt kiém soat
thiét bi dinh ky, dam bao tudn thi nghiém ngit cdc
yéu cu cia USP, EP, JP hodic ho so danh gid hi¢u
nang thiét bj tai cdc phong thi nghiém dat chuiin
GLP/ISO/MEC 17025 tuong ty.
0 Cd/ Yes
Documentation on  Performance  Qualification Q Khong/ No
(PO/PV): assessment of process risks, process
recommendations, frequency of periodic equipment
control, ensuring sirict compliance with USP, EP, JP
requirements, or documentation of equipment
performance assessment at similar GLP/ASOAEC
17025 certified laboratories.
Tai lidu danh gia cde rai ro cta thiét bi (FMEA). Q Co6/ Yes
Documentation on equipment risk assessment. U Khong/ Ne
GWP Recommendation; danh gia viée chon thiét bi. .El Co/ Yes
Assessment of equipment selection. U Khéng/ No
Gidy ching nhén hiéu chudn, xac nhin d¢ khong dam
béo do cua thiét bj trén toan day cén.
Q Co/ Yes
Accuracy calibration certification, confirmation of
0 Khang/ Ne
the equipment's measurement uncertainty across the
entire weighing range.
Tai lidu thdm dinh thiét bi, phi hop véi yéu cdu quy | O Co/ Yes
trinh sir dung (GWP Verification), O Khéng/ No
Lan ban hanh/ Version: 01 Trang/ Pages: 22/26
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MICROBALANCE
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Stt Giai doan Théng tin tai li¢u Chap thu@n | Ghicha
No. Stage Document details Acceptance | Remarks
Equipment validation documentation, suitability for

the requirements of the usage process.
So tay huéngldﬁn sir dyng phin mém., Q Co/ Yes ]
Insiruction manual for sofiware. O Khéng/ No
S& hudng din véin hanh va bao tri. Q Co/ Yes
Operational and maintenance manual.  Khong/ No
Hudng din xir 1y sy cé. Q Co/ Yes
Troubleshooting guidance, 0 Khéng/ No
Dfmh s.{ich cac ho S'f, lién q’uan dén thiét bi. O Co/ Ves
List of documentation which are associated with the 0 Khéng/ No
equipment.
Danh sach cdc bd phén dién voi thdng tin nhu loai,
cong sudt dinh mire, nha cung cép, v.v. U Co/ Yes
Electrical component list with information such as | 3 Khong/ No
type, rated power, vendor, efc.
Danh sach céc phu ting (co khi, dién, dung cu,
Céc danh séch loc) duge khuyén cdo bai nha cung cap. O Co/ Yes
4 | dinh kém Spare parts list  (mechanical, electrical, | Khéng/ No
The attached lists | insgrament, jilter) recommended by vendor.

Danh séch cac canh bdo O Co/ Yes
Alarm/ Warning list U Khéng/ No
Danﬁ sach chit boi tron vdi lich trinh sir dung cc
chét boi tron d& cho biét loai va cdp chit bdi tron
cin thiét cho thiét bj duge cung cap Q Co/ Yes
Lubricant lists with lubricant schedule to | Khong/ No
indicate type and grade of lubricants required for
all equipment supplied.

Lan ban hanh/ Fersion: 01 Trang/ Pages: 23/26
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St Giai doan Théng tin tai ligu Chép thugn | Ghicha
No. Stage Document details Acceptance | Remarks
Danh séch tién ich r;:hu biét cac théng s6 ky thuat cua
céc tién ich cin thiét cho viée khéi dong va vén hanh
thiét bi. Q Cof Yes

utilities  required fo

equipment.

Ukility list to indicate technical parameters of all

start

Q Khdng/ No
and operate the

9. PHUONG AN LAM VIEC/ WORK EXECUTION METHODOLOGY

Nha cung céip phai theo phuong én lam vige sau:

- URS duge giri cho cée nha cung cép duge chon.
- Nha cung clp giri d& xudt ki thuat voi chi tiét
duge ghi nhin trong URS da duge dién vai cdc
tai ligu hd tro, cde ban vé&, v.v. vi cde thong tin bd
sung néu co.

- Thao ludn ky thudt, hoan thi¢n va vi¢c phé
duyét URS tir nha cung cp cling nhu khach
hang.

- Nha cung cép giri DQ voi cdc tai lidu, cdc ban
v&, céc bang dir ligu, v.v.

- Phé duyét DQ.

- Thir nghi¢m nghi¢m thu tai nha mdy ciia nha

4 4 4 » 3
cung cap ncu duge yéu cau,

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 ete.
- Approval of DQ

- Factory acceptance test if required

- Lap dat thiét bi. - Installation.
- Déanh gi4 lip dat. - Installation qualification.

- Pdnh gia van hanh/ Vén hanh thir nghiém.

- Operational qualification/ Commissioning.

10. LICH GIAO HANG/ DELIVERY SCHEDULE

Wi\l 3 =™ SJSLw

Nha cung cép giri bicu @6 cho cdc hoat dong tai thoi Vendor submits bar chart for various

diém chdo hing. activities at the time of offer.

Lén ban hanh/ Fersion: 01 Trang/ Pages: 24126
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11. DIA PIEM GIAO HANG/ DELIVERY SITE

CONG TY CO PHAN DUGC PHAM CUU LONG | CUU LONG PHARMACEUTICAL JOINT
(Dia chi: 86 150, dudng 14/9, phudng Thanh Die, | STOCK COMPANY. (Address: Number 150,
tinh Vinh Long, Viét Nam) Street 1479, Thanh Duc Ward, Vinh Long

Province, Viet Nam).

12. PHUONG THUC VAN CHUYEN/ MODE OF TRANSPORT

Dua trén thod thuin ciia nha cung cAp véi khich | Based on the agreement of the supplier with the

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

13. TAI LIEU DiNH KEM/ ATTACHMENTS

NA
14. TAI LIEU THAM KHAO/ REFERENCES

NA
15. TU VIET TAT/ ABBREVIATIONS

Dang rat gon Dang hoan chinh 0
Short form 4 Full form
CFT B{ phin chite ning lién quan/ Cross-Functional Team /"
FAT Kiém tra nghiém thu tai nhd may/ Factory acceptance test #
URS Yéu céu ky thudt ctia ngudi sir dung/ User requirement specification
GLP Thuc hanh tét phong thi nghiém/ Good Laboratory Practice

GWP Thue hanh tot cin/ Good Weighing Practice

ISO T chire Tiéu chun hoa Quée t&/ International Organization for Standardization
CE Sy phit hop ciia Chiu Au/ Conformité Européenne
OIML T6 chite Do ludng Phap dinh Quée t&/ International Organization of Legal Metrology
B DQ Pénh gia thiét ké/ Design Qualification
1Q Pénh gia 1ap dat/ Installation Qualification
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For Henlth - For Life

CAN PHAN TIiCH VI LUQONG
MICROBALANCE
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0Q Panh gid véin hanh/ Operational Quaf.ﬂﬁca:u'on
PQ Panh gia hiéu ndng/ Performance Qualification
B PV Xdac minh hiéu ning/ Performance Verification

USP Dugc dién Hoa Ky/ United States Pharmacopeia

EP Duoc dién Chiu Aw European Pharmacopoeia

JP Dugc dién Nht Ban/ Japanese Pharmacopoeia

FMEA Phén tich cde ché do sai hong va anh hudéng/ Failure Modes and Effects Analysis
SLA Thoa thuéin mire dd dich vy/ Service Level Agreement
- CONG TY CO PHAN DUQC PHAM CUU LONG/ CUU LONG PHARMACEUTICAL
JOINT STOCK COMPANY

16. LICH SU THAY POV REVISION HISTORY

S6 thir ty An bin s6 N{i dung thay doi Ngay higu lye
No. Version No. Content of change Effective Date
A\
Ban hanh 1in déu tién i
01 00 L

The first issue

Ian ban hanh/ Version: 01
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