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Cong ty Cd phan Duwgc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO PIEN/ ME DEPT.

Sé/ No.: ME/2025/01/URS/M314-11

1. MUC biCH
Pau tw m&i may do kim loai dang vién moi
cho may dap vién hién hiru cia Xudng 1.
Nang cao nang suat chat lweng nhdm dap
trng nhu cdu chat lweng clia EU-GMP.
2. PHAM VI CONG VIEC
Bao gdm nhung khéng gi¢i han trong cac
ndi dung sau:
2.1. Tén thiét bi: May do kim loai dang vién
2.2. S6 lwgng: 01 may
2.3. V] tri 1&p d@at: Cong ty ¢d phan Duwoc Hau
Giang — Chi nhanh Nha may dwgc pham
DHG tai Hau Giang (Xwéng 1).
bia chi: L6 B2, B3 - KCN Tan Phu Thanh
— Giai doan 1, xa Tan Phu Thanh, huyén
Chau Thanh A, tinh Hau Giang.
Phong lap dat: Phong 025 - Khu dap vién
- Thiét bj di déng (dw kién sl dung
thudrng xuyén & may dap vién T019018)
— Ban vé dinh k&m bao gém:

+ Ban vé téng thé

1.

2.1,
2.2.
2.3.

MAau/ Form: P13/F09-B!
LAn ban hanh clia mau: 20

Form's version

PURPOSE
Invest new tablet metal detector for the existing

tableting machine of factory 1.

Upgrade the quality to meet the quality demand of EU-
GMP,
SCOPE OF WORK

Should inciude but is not fimited to the following :

Name of equipment : Tablet metai detector
Quantity: 01 machine

Installation location: DHG Joint Stock Company —
DHG Pharmaceutical factory branch in Mau Giang
(Factory 1).

- Address: Lot B2, B3 - Tan Phu Thanh Industrial
Park —phase 1, Tan Phu Thanh Commune, Chau
Thanh A District, Hau Giang Province.

—~ Installation: Room 025 - Area tableting - Movable
equipment (usually use in the tableting machine
T019018)

— Aftached drawing:

+  Overall layout

JEI

Hinh 1. Ban vé& tdng th& Chi nhanh nha may Duwgc phdm DHG
Figure 1. Overall layout of DHG Pharmaceutical plant branch
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Céng ty C& phan Dwoc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO PIEN/ ME DEPT.

S6/ No.: ME/2025/01/URS/M314-11

+ Ban vé vitri |3p dat - xwdng 1: | +

Mau/ Form: P13/F09-BI
Lan ban hanh cia mau: 20

Form’s version

installation location - Factory 1 layout;
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Hinh 2. Ban v& mat bang Xwdng 1
Figure 2. Factory 1 layout
+ Ban vé phong lap dat thiét bi ‘ + Installation room layout

Hinh 3. Ban vé mat bang phang 14p dat
Figure 3. Installation room layout
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Céng ty Cd phan Dwoc Hau Giang
PHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.

S4/ No.: ME/2025/01/URS/M314-11

~  Biéu kién mai trreng phong:
+ Nhiét d6: 22 +5°C
+ *Am d6: 50 £ 15 %RH
+ Cépsach: D
2.4. Pham vi trach nhiém, nghia vy: Theo bang

MAau/ Form: P13/F09-BI
LAn ban hanh cta mau: 20

Form’s version

— Room conditions:
+ Temp: 22+50C
+ Humidity: 50 £ 15 %RH
+ Cleanliness: grade D

2.4, Scope of responsibilities and obligations: Follow the

dudi table below
Trach nhiém,
nghia vu
Phan loai Noi dung cdng viéc Responsibilities and Ghi chii
Classification Content obligations Remark
Dot tac DHG
Partner
Thiét k&/ Design vl =
Ché tao/ Fabrication A H
FAT H =i
Van Chuyénf Transportation A H incoterm: DDP
Hé théng, L&p d3t/ nstallation A H
thiet b/ Didu chinh/ Adjustment A H
Systemns, equipment 3 -
Tham dinh{ Qualification H A
SAT A A
Huan luyén nhan vién/ Training for staff Vi H
Kiém tra trong qua trinh san xuat/ Check in
. = %l
the actual production
Cai tao hé théng, thiét bj phu tro dap tng 5 o
Phu tro/ van hanh/ Renovating upstream utility
Utility works Két ndi véi hé thong phu tro/ Connecting = A
utilities
Thay ddi kién triic/ Architecture works = H
Khac/ Others Vat liéu van hanh thi/ Preparing the Material for = o1
FAT, Qualification, SAT (including preparing cost)
Gl nguyén ligu (bao gdm chi phi g/ = =
Sending the material (including delivery cost)
Chi phi nhan sy thiee hién FAT (vé may bay,
khach san,...) cho ... ngu®i / cost for FAT = =
executing (airplane ticket, hotel fee,...) of ... people
Di doi/ pha d&/ thanh ly/... may hién hiru/
Relocating/ demeolition/ liquidation/... of an existing = =
machine
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Céng ty Cb phan Duoc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.

S&/ No.: MEf2025/01/URS/M314-11

2.5. Thoi han giao hang theo hop ddng (khéng
phai GMP):
5 thang ké tir khi xac nhan dat hang.
2.6. Didu ki&én bao gia va thanh toan (Theo yéu
cu ciia DHG) (Khéng phai GMP)
Déi v&i Nha cung cap nwdc ngoai cd it nhat 1
dai dién tai Viet Nam
Ban sao gidy chi*ng nhan dang ky kinh doanh,
gidy phép lién quan.
Bao céo tai chinh kiém toan/ndp cho co quan
thué cac nam 2022. 2023, 2024.

Co liét ké cac dy an da thue hién twong tw. Cé
hop ddng, bién ban nghiém thu, ban giao dwa
vao slr dung/bién ban thanh Iy hop déng.

2.6.1. Bang bao gia:
+ Phai c6 tén cong ty, chir ky, dong dau.

+ Thé hién chi tiét cac dic tinh, théng sé
ky thuat thiét bi, cadc wu diém ndi bat
thiét bj.

Thé hién nwéc san xuat, ndm san xuét.
Béo gia co thdi han tlr 2 thang tré 1én
ké tir ngay bao gia co hiéu lyc

+ COo ghi thdi gian bao hanh thiét bi, t6i
thiéu 12 thang ké tir ngay nghiém thu.

+ Bé&o gia bao gdm tét ca chi phi thudc
pham vi nha thau thie hién theo URS.

Bao gdm tat ca chi phi ¢c6 lién quan
Bao gia ghi rd da cd hay chwa c6 bao
gdm thué VAT.
2.6.2. Thanh toan
+ Ung trwdc 20 % gia tri hop déng ngay
sau khi ky hop ddng va DHG nhéan dg
hd so thanh toan..

Mau/ Form: P13/F09-Bi
Lan ban hanh cla mau: 20

Form's version

2.5. Delivery time according to the contract (not GMP)

5 months upon receipt of order

2.8. Conditions for quotation and payment {According
to DHG's request) (not GMP)

For foreign suppliers with at least 1 representative
in Vietnam

Copy of business registration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2022, 2023, 2024,

List of similar projects that have been
implemented. Contracts, acceptance reports,
handover/contract  liquidation reports  are
available.

2.6.1. Quotation:

+ Must represent company name, signature,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+ Show country, time of manufacture.
+ Quotations are valid for 2 months or more

from the effective date of quotation.

+ Must have warranty duration, at least 12
months after acceptance.

+ The guotation includes all costs within the
scope of the contractor's performance under
URS.

+ Include all relevant cost.

+  Must notify including VAT or not.

262 Payment

+  20% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..
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Céng ty C6 phan Dwoc Hau Giang

DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.

Sé/ No.:

+

+

ME/2025/01/URS/M314-11

50% sau khi hoan thanh nghiém thu
SAT va DHG nhan da hé so thanh toan

30% con lai sau khi hoan tat nghiém thu
hop ddng va DHG nhan dwoc bao lanh
bdo hanh.

Déng tién thanh toan: Viét Nam Ddng.

2.6.3 Bao lanh thanh toan

+

Béo lanh dw thdu: 3% gia tri woc tinh
cla géi thau, cd hiéu lyc tir ngay phat
hanh dén 30 ngay sau thdi diém doéng
thau.

Bao lanh tam (rng: twong dwong gia tri
tam trng, cd hiéu lwc tir ngay phat hanh
dén khi gia trj tam (ng dwoc hoan tra
hoan toan.

Bdo lanh thuc hién hop déng: Tbi thiéu
10% gia trj hop déng, co hiéu luc tr
ngay phat hanh dén khi két thic cac
nghta vu hop déng.

Bdo lanh bao hanh: Téi thiéu 5% gia tri
hop ddng, cd hiéu lye tlr ngay nghiém
thu dwa vao siv dung dén két thic thoi
gian bao hanh.

3. CAU TAO HE THONG/ THIET BI

Mau/ Form: P13/F09-BI
Lan ban hanh cGa mau: 20

Form'’s version

+ 50% after completing SAT acceptance and
DHG receives  complete payment
documents

+ remaining 30% after completing the contract
acceptance and DHG receives the warranty
guarantee.

+  Payment currency : Viet Nam Dongs.
2.6.3 Payment guarantee:

+ Bid security: 3% of the estimated value of
the bid package, valid from the date of issue
until 30 days after the hid closing date.

+ Advance payment guarantee: equivalent to
the value of the advance payment, valid from
the date of issue until the advance payment
is fully repaid.

+ Condract performance guarantee: Minimum
10% of the contract value, valid from the
date of issue until the end of the contractual
obligations.

+ Warranty guarantee: Minimum 5% of the
contract value, valid from the date of
acceptance and putting into use until the end
of the warranty period.

3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS

STT Hé thdng/ Thiét bj S6 lwong Ghi chu
Ordinal System/ Equipment Quantity Note
1 May do kim loai/ Metal detector 01
5 Ha dé cao cda phiéu chira vién/ 01
Lower the height of the peliet hopper
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Cong ty C6 phan Dwoc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.

S6/ No.: ME/2025/01/URS/M314-11

Khi nén

Electric
cabinel

May hat |
bui L
Dust |
collector ‘
|

|

Compressed air

MAu/ Form: P13/F09-BI
LAn ban hanh ctia mau: 20

Form's version

[ May dap vien |

| Tablet pressing
| machine

1100

2700
\\ ‘ May do kim loai [
=\ | Metal deteclo
\\ Mé_\.’ lau \\ | tal deteclor
i vién "
Tablet
| dedusler
) B
|4 N
475
o N4 v
~ Ha dé cao
Low height

Mau doé/Red: Pham vi céng viéc nha thau/ Manufacturer's scope of work  * Ghi chi: don vi do dé dai la mm

Mau xanh/Blue: Pham vi cong viéc ctia DHG/ DHG's scope of work

4. THONG SO SAN PHAM VA CAC TIEU CHi

Hinh 3. So db bé tri may
Figure 3. Layout drawing of machine arrangement

4.1 Théng sb san pham:

Danh muc sdn phadm va cac théng sb lién

quan cho may dap vién:

Kich thwdc vién nhd nhat va Ién nhat

PROCESS

4.1 Product parameters:

Note: Measuring unit of length level is mm

4. SPECIFICATION AND CRITERIA OF PRODUCT/

Product list and the related parameters for tablet

machine:

Smallest and largest tablet size

Kich thwore vién

Bé day vién

Trong lwgng

STT Hinh dang Tablet Dimension Tablet vién
No vién (mm) Thickness Tablet Weight
" | Tabletshape Dai Réng Bwéng kinh (e} (i)
Length Width Diameter 9
1 Caplet 7.93-19.72 | 3.96-9.08 2.90 - 8.49 93 — 1191
2 Oval 7.59-19 4.01-9.34 2.32-6.89 85— 762
3 |Round tablet 6.01-14.05| 2.66—6.49 86 — 945
4 | Hexagonal [12.98 —13.03[14.90—14.95 6.03 - 6.37 808 — 841
5 Triangular | 7.43 —7.47 3.75-4.65 167 — 207
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Cong ty Cb phan Dwec Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.

S6/ No.: ME/2025/01/URS/M314-11

5. YEU CAU VE HE THONG / THIET BJ
- Kich thwéc miéng hdm phil hop véi kich
thwée vién clia cac san phdm trong danh
muc s&n pham & muc 4.
~ Nang suét do kim loai tdi thidu déi vdi vien
caplet: 129.600 vién / gi¢.
- Db nhay:
+ Hinh clu @ 0.25 mm Fe
+ Hinh cau @ 0.30 mm Non-Fe
+ Hinh ciu @ 0.40 mm thép khong i
— Chidu cao nap vién ctia may do kim loai
cho phép diéu chinh dé dang va phai
twong thich v&i chiéu cao ra vién cla may
lau vién (thdng tin tham khao — chidu cao
ra vién ctia may lau vién la 750 mm).
- Théng tin tham khdo: Chiéu cao thiing
chira vién & cudi day chuyédn 475 mm.
— Trang bj banh xe gitp hd tre di chuyén cia
may dwgc dé dang.
6. YEU CAU CHUNG
6.1. Phir hop v&i luat, cac qui dinh va tiéu chuan
~ Tiéu chuln GMP: Thiét bj phai dap trng
tieu chuadn WHO-GMP, EU-GMP, GMP
Nhéat Ban, PICs-GMP.
— Tiéu chudn dién: thiét bi phai dat tiéu
chuan |EC hodc ISO.
- Db bn: khéng vuot qua 85 dB trong pham
vi 1 mét.
6.2. Hé théng phu tro s8n c6
— Nguén dién:
+ 230VAC (+5%, -10%) - 1pha - 50Hz.
— Khi nén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar}.
6.3. Y&u cau vé co khi
~ Cac chi tiét tiép xtc voi tryc tiép san
pham: lam tir inox 304 hodc 316L; nhwa

MAau/ Form: P13/F09-BI
Lan ban hanh cOa mau: 20

Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

— The size of the detector entrance mouth is
suitable for the tablet dimensions of the
products in the product list at the articie 4.

-~ Minimum capacity of metal detecting in case of
caplet shaped tablet : 129,600 tablets / hour.
- Sensitivity:
+ Sphere @ 0.25 mm Fe
+ Sphere & 0.30 mm Non-Fe
+ Sphere @ 0.40 mm Stainless steel

—~ The inlet height of the tablet metal detector
must be adjustable and appropriate with
discharge chute of tablet deduster (reference
information — the height of discharge chute of
tablet deduster is 750 mm).

- Reference information: The height of the tablet
container at the end of the line is 475 mm.

-~ Equipped with wheels/casters to support the
movement of machine easily.

6. GENERAL REQUIREMENTS
6.1. Comply with Law, Regulation and Standard

- GMP standard: Equipment must satisfy the
such standards WHO-GMP, EU-GMP, Japan-
GMP, PIC/s-GMP.

- Electrical standard: Equipment must satisfy IEC
or ISO.

— Noise: not more than 85dB within 1m distance.

6.2. Specifications of the available utilities
- Power supply:
+ 230VAC (+ 5%, -10%) - 1 phase - 50Hz.

- Compressed air: 0.60 MPa - 0.65 MPa (6 bar -
8.5 har).

6.3. Mechanical requirements

- The component direct contacts to the product:
made of SUS 304 or SUS 316L; applicable
Plastic & Resin for drug {or equivatent

10417




Céng ty Co phan Dwoc Hau Giang

DHG Pharmacedutical Joint-stock company
PHONG CO DIEN/ ME DEPT.
S8/ No.: ME/2025/01/URS/M314-11

va keo dwoc phép diing trong duwoc phdm
(hodc tong duong), khdng dugc xay ra
phan rng hda hoc gay anh hudng chét
leong san pham.

Nha thau cAn cung cap bao céo thAm dinh

vat ligu (mill test).

6.4, Y&u cau vé dién

Bao vé qua dong: may phai dwgc trang bi
thiét bi bao vé qua dong.

Bao vé ro ri dién: Thiét bi can c6 day tiép
dat.

Nhiét d6 hién thj kiéu sd nguyén.

Sau khi mét dién: may khéng duoc ty
ddng chay ma phai dwec khéi ddng lai béi
nguwdi van hanh.

Khi cé s cd méat dién: cac div liéu van
hanh dugc fwu lai va cé thé sir dung khi
co dién tré lai.

Ta dién yéu cAu cu théd tinh nang chéng
nwée bui.

Nt dirng khan cap dwec dat & vi tri thuan

tién dé& dirng may ngay lap tée.

6.5. Yéu cau vé nit nhan van hanh:

MAau/ Form: P13/F09-BI
Lan ban hanh ctia miu: 20

Form's version
materials), must not have chemical reactions

that could affect the product quality.

The vendor needs to provide the report of
Material test certificate (Mill test certificate).

6.4. Electrical requirements

Overcurrent protection: Machine needs to have

an overcurrent protection device.

Leakage protection: Machine needs to have
Earth wire.

Temperature is displayed in integer.

After power failure, Machine must not work

automatically. it must be manually started.

Whenever the power failure happends, the
operation data must be saved. It can be used
when power is back,

Electrical cabinet: Water, dust proof property is
required.

The emergency button should be intentionally

placed to convenient stop the machine

immediately.

6.5. Operating button specifications:

Mau sac Ghi chy
Color Remark
Nt khoi ddng/ Start button Xanh/ Green
NUt dirng/ Stop button D6/ Red
NuUt dirng khan cap/ Emergency D8/ Red Kidu: xoay d& mé khéa
button Type: Turn-reset
NUt reset/ Reset Vang/ Yellow
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Cong ty Cb phan Dwoc Hau Giang

DHG Pharmaceutical Joint-stock company

PHONG CQ PIEN/ ME DEPT.
S6/ No.: ME/2025/01/URS/M314-11

6.6. Yéu ciu vé& hé thdng khi nén

B6.7. Yé&u ciu vé vé sinh, bao tri, sira chiva

Dén bao hidu kiéu thap: trong trudng hop
thiét bi c6 I18p dat cot dén bao higu thi theo
yéu cau ctia bang dudi day:

MaAau/ Form: P13/F09-BI
Lan ban hanh ctia mau: 20

Form'’s version

Signal tower lamp specifications: In case that
machine have Signal tower lamp, it should
comply with followings:

Mau séc Ghi chu
Color Remark
Dirng/ Stop B0/ Red
Bao déng/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green

Thiét bj phai cé bd chinh ap khi nén va loc -
phu hep.

Nha thau can cung cap dir liéu “dign tich -
tiép xic v&i sén phadm (cm?)” cho qué trinh
tham dinh vé sinh cla DHG.

X0 Iy b& mét cac chi tiét tiép xtc truc tiép -
v&i san phAm: phai nh&n béng dé dé vé
sinh.

V6 bao che: Thiét bj s& dwoc |&p dat trong -

phong sach (cAp sach D) nén vo bao che
phai dwoc lam bang inox 304 (hodc vat
li&u twong dwong).

Khung may co két cAu cirng ving, it rung -
ddng khi van hanh.
Hé truyén dong duwoc thiét k& hoat dong -
6n dinh va lién tuc.
Cac bd phan chuyén déng phai dwoc bao -
che ddy dG d& dam bao an toan va tranh
tap nhiém.

D& vé sinh: May duoc thiét k& dé& vé sinh -
& tat ca cac b& mat, thiét ké sao cho d&
dang kiém tra cac bé& mét sau khi vé sinh.
Dé thay dbi bé phan may: May phai dwoc -
thiét ké dé dé thay ddi cac bd phan may.

6.8. Pneumatic (Compressed air) system requirements

The machine must have an appropriate
regulator (to control the pressure) and filter.

6.7. Requirements of cleaning, maintenance and repair

The vendor needs to provide the data of
“Surface area {cm?)” for DHG's Cleaning
validation business.

Surface finishing of the components in direct
contact with the product: It must be smooth for
easy cleaning.

Exterior coverage: the machine will be installed
in the clean room (Grade D) so its exierior
coverage should be made of SUS 304 (or
equivalent materials).

Machine frame would he steady structure with
low vibration during the operation.

Driving system must be designed for stable and
continuous operation.

The moving parts need to be covered
adequately for safety and prevention of the
contamination.

Easy to clean: Machine must be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Yéu cAu vé phu kién
~ Nha thau can cung cép céc vat tu tiéu hao
trong vong 1 nam.
—~ Nha thdu can cung clp danh sach phu
kién cling v&i bao gia.
6.9. Huén luyén van hanh
— Nha thau phéi td chirc hudn luyén cho
ngudi st dung vé trinh tw van hanh va vé
sinh may ciing nhw phwong phap thao 1ap
may va bao tri.
6.10. Yéu cau vé nhan dinh dang
— Céc thiét bi phai dwoc dat ma sb va duoc
dan nhan nhan dang.
7. THAM BINH THIET Bl VA NGHIEM THU
7.1. Mtrc d6 can thiét
Tién hanh chon cac diéu kién dudi day

MAu/ Form: P13/F09-BI
LAn ban hanh cda mau: 20

Form's version

8.8. Spare parts
— The vendor needs to provide the consumable
spare parts for 1 year.

— The vendor needs to attach the spare parts
checklist together with the quotation.

6.9. Operator training

— The vendor needs to hold a training course for
the operation and cleaning sequency as welf as
the assembly, dismantle and maintenance
instruction.

6.10. Reguirements for identification labels

— Devices must be coded and labelied with
identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below

Piéu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT = v
SAT A H
Tham dinh/ Qualification A H
CSV (Computerized System Validation) - A

7.2. Pham vi trach nhiém, nghia vuy:

7.2. Responsibility, obligation

. n Trach nhiém, nghia vu o
Cdng viéc Responsibility, obligation Ghi cha
Tasks e Note
P bi tac/ Partner DHG
Thyc hién t kiém tra trede khi .
5 , Thye hién/
s xuét xur&ng/ Check machine before
Tw kiém tra . execute
Seff-checkin release the machine
° 9 'Bao cao ty kidm tra truée khi
xuat xwdng/ Report
Pé cuong/ Protocol
FAT Thuc hién/ Execute
Bang ghi chép két qua/ Report
Kiém tra Bang d& cuwong/ Protocol Soan thao/ Phé duyét
x4c¢ nhén —— ; prepare Approve
hiam th There hién (Lam thuc te)/ Thuec hién/ Nhan chirng/
nghiem thu Execule execute witness

13117




Céng ty Cb phan Dwoc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO BIEN/ ME DEPT.

S8/ No.: ME/2025/01/URS/M314-11

MAau/ Form: P13/F09-BI
LLAn ban hanh cla méu: 20
Form's version

N ‘s Trach nhiém, nghia vu o
Céng vige Responsibility, obligation Ghi chu
Tasks 7 Note
Dol tac/ Partner DHG
SAT B4o céo/ Report Soan thao/ Phé duyat/
prepare approve
Bang dé cwong / Soan thao/
Protocol prepare
DQ Thuc hién/ Execute Thue hien/
execule
Bao caof Report Phé duyét/
approve
Bang dé cuwong/ Soan thao/
Protocol prepare
1Q Thirc hién {L.am Thue hign/
thire t8)/ Execute execute
Bao céo/ Report Phé duyét/
approve
Bang @& cuong/ Soan thao/
z i Protocol prepars
Tham dinh | o Thc hign (Lam Thire hign/
thye t8)/ Execute execute
Bao céo/ Report Phe duyet/
approve
. Biéu mau/Form
H'eLi Thiee hién (Lam
chuan thire t8)/ Execute
Calibration |-
Bao cao/ Report
Bang dé cwong / Soan thao/
Protocol prepare
PQ Thyre hign (Lam Thie hign/
thuc 1€)/ Execute execute
Baoc caof Report Phé duyét/
approve

7.3. Diéu kién nghiém thu

7.31.

7.3.2.

7.3.3.

7.3.4.

Vé hd so: Nha san xuét ban giao ddy di
hd so theo d& xuét clia cong ty.

Vé thiét bj: Ban giao day di thiét bj kém
theo, @& ngh& va phu tlng thay thé dy
phong.

Vé van hanh: Thiét bj hoat déng chinh
xac, 6n dinh (loai bd dwgc chinh xac mau
chtra kim loai).

V& san pham thwc hién OQ va SAT: Nha
cung cép cung cdp mau thir két hop vei
san pham dé thye hién

7.3. Acceptance conditions

7.3.1.

7.3.2.

7.3.3.

7.3.4.

Document. Supplier submit all document which
DHG proposed.

Device: Mandover all accessory, tools, spare
parts.

Operation: The machine must be reliable (exactly
reject the sample that contaminates the metal).

Equipment runs on products below for OQ and
SAT. Supplier provides test samples combined
with products for implementation
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8. HO SO BE XUAT

Mau/ Form: P13/F09-BI
Lan ban hanh ca mau: 20

Form's version

8. DOCUMENTS

Provide documents below:

Hay cung cép céc hd so dwoc néu bén dwéi:

Céng viéc Ho so Sé lwong Ghi chi
Process Document Quantity Note
Ho so thong sé ki thuat/ Documents and 01 B&/
N drawings 01 Set
Ho so . 01 B3/
bao gia Bao gia/ Quotations '
. 01 Set
Quotation =
Hop ddng/ Contract 04 Bo/
j 04 Set .
) Bang thang sb ché tao/ Specification 01 Bo/ Beh)fag nr}??
H& so x&c nhan | documents and drawings 01 Set {(phé duyét)
thidt ké&/ i} . _ ’ _ For confirmed purpose
Desi FS (bé&c diém ky thuat chirc nang) cho
esign
Csv
FS {Function Specification) for CSV
Hb so Pé cwong va ké hoach/ Protacal
thiét ke/
pa Béo céo/ Report
) . Bao gom cac chirng
Tw kiém tra/ Bao cac nha san xuat tw kiém tra trwdc 01 B&/ nhan kiém tra cac bd
Self-checking khi xuét xwéng/ Report 01 Set phan chinh/ including
main parts certificates
X
Hb so FAT/ Pé cuwong/ Protocol
FAT documents | Bang ghi chép/ Report
3 2 01 Bo/
HS so Pé cwong kiém tra/ Protocol 01 Set
kiém tra va xac X iz 01 Bo/
/
nhan nghiém thu/ Bang ghi chép kiém tra/ Report 01 Set
SAT documents er L s ia ) 02 Bo/
Bién ban nghiém thu/ acceptance minutes 02 Set
X / IQ
Pé cuong
Protocol 0Q -
H& so tham dinh/ Higu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham 0Q
dinh/ Report — v
Hiéu chuan/ Calibration
Hwéng dan van hanh/ Operation instruction 01 Bo/
- g 01 Set ,
Khac Bf’m v§ t(")ng théitre:ng'thiét t.)i’ hinh cac 01 Bo/ Kém gif?ly lcihlfmg
bd phan, ban vé b tri/ Drawing: general, nhan vat liéu/
Others ! " 01 Set . .
parts, equipment position Including Mill sheet
Béan vé lién quan dén dién, cac dung cu
do dac/ Electrical diagram, measuring tools
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9. KHAC (LUU Y BAC BIET) (KHONG PHAI
GMP)

9.1. Thoi gian bdo hanh (dam bao trach

nhiém saj sot)

Bén cung cap thiét bi phai ddm bao thiét
bi dap (rng du cac théng sd ky thuat-chét

lweng ma Dwoc Hau Giang da dat hang.

Thiét bj phai dap trng san xuat dwoc cac
sdn phdm ma Dwoc Hau Giang da néu
trén. Trwdrng hop ma thiét bj khong dap
tng san xuét cho 1 san pham nao do ma
nguy@n nhan thudc vé thiét bi thi nha cung
cAp phai khac phuc va chiu chi phi v& van
dé dé.

Thai gian bao hanh t6i thiéu 12 thang tinh
tr ngay nghiém thu thiét bi.

9.2. Cung cap phuy tung dv phong

Nha cung cép phai cung cap day du va kip
th&i cac phuy tung dy phong ma Dwoc Hau

Giang yéu cau.

9.3. Bao mat thong tin

Tét ¢4 thdng tin dwoc trinh bay va bi mat
kinh doanh ctia ¢a hai bén chi dwgc sk
dung cho trwéng hop nay va khéng duwoc
tiét 16 hodc dwa cho bén th? ba

Trudng hep song phwong cé thanh qua
tlr y twéng, phat minh trong qua trinh thiét
ké& va s dung hé thdng/ thiét bj trong hop
ddng mang lai. N&u c6 dw dinh ndp don
xin quyén sé& hiru cong nghiép, can thdng
bao trwdc cho ddi tac, cling thao luan va
dwa ra quyét dinh.

Mau/ Form: P13/F09-BI
Lan ban hanh cta mau: 20

Form'’s version

9. OTHERS (Majority attention) (not GMP)

2.1.

9.2,

9.3.

Warranty period (guarantee fault responsibility)

The equipment supplier must ensure that the
the
specifications and quality that DHG Pharma

equipment must be reached all
has ordered.

The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equipment, the supplier must fix it and bear

the cost of that problem.

Warranty duration: at least 12 months from

acceptance test.

Spare parts supply
Supplier must provide sufficient and timely
spare parts required by DHG Pharma.

information security

All information presented and trade secrets of
both parties are only used in this case and not
disclosed or given to third parties

The bilateral case results from ideas, inventions
in the design and use of systems / equipment in
contracts. If one of both parties intend to apply
for industrial property rights, need to notify the
partner, discuss and make a decision
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Section Content
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DHG PHARMA

Vi mgt cudc séng khée dep hon

System/Equipment:

YEU CAU NGUO1 SU DUNG
Hé théng/Thiét bi:
MAY DO KIM LOAI DANG VIEN
USER REQUIREMENTS SPECIFICATION

TABLET METAL DETECTOR

Form

e Mau: P13/F09-BI

e Lan ban hanh clGa mau: 20
Form'’s version

S6/ No.:

ME/2025/01/URS/M314-12

Version

Lan ban hanh: 1

® Tén hé théng/thiét bi/System/equipment name: May do kim loai dang vién/ Tablet metal detector
® Ma sb hé théng/thiét bi/System/equipment code: M314-12
® Model (Néu co/if any): N/A

® |y do ban hanh/Reason for issued:

A Lap méi

New installation

B Khi c6 thay dbi
When changing

® Phong ban s dung/Department name: Xwéng 1/ Factory 1

Ho va tén Ky tén Ngay
Full name Signature Date
Nguwoi thue Nguyén Tan Pat )
hién (Nhan vién T4 thiét bj san xuat/ 2 Lfl”_;?g_’_/ 98 /G ) / 204 o
Implemented by Staff of Production Equipment Group)
Nguwdi xem xét Nguyén Van Phi '
Reviewed by (Té trwdng T thiét bj san xuat/ :&t 28102/ 2020
Team leader of Production Equipment Group) W
Nguwoi xem xét Lé Hru Hanh
Reviewed by (Quan dbéc xwéng 1/ HUL [/ ,,Lf/ﬁi /Q oK
Manager of Factory 1) e
Nguoi xem xét Tran Minh Luan
Reviewed by (Trwédng Phong nghién clru va phat trién/ /KML 29/02/20 Ve
e e

RD Manager)

Nguwoi xem xét

Tran My Thién

/’/ e —
Frgr

§.F /0} | 2028

Reviewed by (Phd Phong Co dién/
Deputy Head of ME)
Nguoi phé Tran Binh Thuan
duyét (Trwdng Phong Quan ly chat lugng/ Yl 98 [0 /A 075

Approved by

QM dept. Manager)
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MUC LUC/ INDEX

1. MUC DICH ..o et e e e et ee e e se e e eesseeeeseeseanesen [4]
PURPOSE
2. PHAMVICONG VIEC ...oneeieeeesereee e aeeeeeeeeeeee e e e eeeravnssereeeenn [4] .
SCOPE OF WORK
21, Ten h& theng/hi&t bl ..o (4]
Name of the system/equipment
2.2, SOIBONG: oo [4]
Quantity
2.3, VIt AP Q8 e [4]

Installation location

2.4, Pham vitrdch nhiém, nghia vy: Theo bang dwoi ... [6]
Scope of respansibilities and obligations: Foflow the table below

2.5, Thoi han giao hang theo hop déng (khdng phai GMP): ... [7]
Delivery time according fo the contract (not GMP)

2.6. Diéu kién bao gia va thanh toan (Theo yéu ciu ciia DHG) (Khéng phai GMP);
Conditions for quotation and payment {According to DHG's request) (not GMP)

............................................................................................ (7]
3. CAU TAO HE THONG! THIET Bl 1vvivevuareiereeeieeeeeeeeeeeeeaeesemesenensemeenns {8]
CONFIGURATION OF SYSTEMS
4. THONG SO SAN PHAM VA CAC TIEU CHI o.eoovvneeee v eenaaas [9]
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
5. YEU CAU VE HE THONG/THIET Bl ... ooeceeeeee e e eeeeeeree e e s vaeans [10]
REQUIREMENTS OF SYSTEM/EQUIPMENTS
8. YEU CAU CHUNG ....oonrtittiiireeetee e e ae e e s ea st eesomes e s [10]
GENERAL REQUIREMENTS
6.1.  Philhop voi Ludt, cdc quidinh vatieuchudn ... [10
Comply with Law, regulation and standard
6.2, HEhONg phutro SBN O .....ooiiiii i [10]
Specifications of the available utilities
6.3 YEUCGAUVE GO KNI ..o [10]
Mechanical requirements
6.4, YBUCAUVE AIBN ... . e [11]
Electrical requirements
6.5. YéuchuvénGtnhdnvanhanh ... [11]
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6.6.

B.7.

6.8.

6.9.

6.10.

7. THAM PINH THIET Bl VA NGHIEM THU

Operating button specifications

Yéu cau vé hé théng khinén ..........cooiveini L.

Pneumatic (Compressed air) system requirements

Yéu ciu vé vé sinh, bao tri, strachi?a ................

Requirements of cleaning, maintenance and repair

Yéu cau ve phu Kign ...

Requirements of Calibration

Yéu cAuv& phu Ki8N ...

Spare parts
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Operator training
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7.3.
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Céng ty Cé phan Dugc Hau Giang
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PHONG CO DIEN/ ME DEPT.
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1. MUC PiCH
Dau tv mé&i may do kim loai dang vién mai
cho may dap vién hién hiru clia Xwéng 1.
Nang cao nang suéat chat lwong nhdm dap
(’ng nhu cAu chat lwong ciia EU-GMP.
2. PHAM VI CONG VIEC
Bao gdm nhwng khong gi®i han trong cac
ndi dung sau:
2.1. Tén thiét bi: May do kim loai dang vién
2.2. 86 lwgng: 01 may
2.3. Vi tri l&p dat: Coéng ty ¢ phan Dwoc Hau
Giang — Chi nhanh Nha may dwgc phdm
DHG tai Hau Giang (Xuong 1).
~  Pia chi: L6 B2, B3 - KCN Tan Phd Thanh
— Giai doan 1, xa Tan Pha Thanh, huyén
Chau Thanh A, tinh Hau Giang.
— Phong l&p dat: Phong 029 - Khu dap vién
- Thiét bj di déng (dw kién st dung
thudng xuyén & may dap vién T019008)
— Ban vé& dinh kém bao gbm:
+ Ban vé tong thé

MaAu/ Form: P13/F09-BI
LAn ban hanh cla mau: 20

Form's version

1. PURPOSE

nvest new tablet metal detector for the existing
tableting machine of factory 1.

Upgrade the quality to meet the quality demand of EU-
GMP.

2. SCOPE OF WORK

Should include but is not limited to the following :

2.1
2.2.
2.3.

Name of equipment : Tablet metal detector
Quantity: 01 machine

Installation location: DHG Joint Stock Company -
DHG Pharmaceutical factory branch in Hau Giang
(Factory 1).

— Address: Lot B2, B3 - Tan Phu Thanh Industrial
Park — phase 1, Tan Phu Thanh Commune, Chau
Thanh A District, Hau Giang Province.,

— Instaliation: Room 029 - Area tableting - Movable
equipment (usually use in the tableting machine
T019006)

—  Aftached drawing:

+ Qverall layout

oy |-

Hinh 1. Ban vé tdng thé Chi nhanh nha may Dwgc phdm DHG
Figure 1. Overall layout of DHG Pharmaceutical plant branch
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+ Ban vé vi tri 1ap dét - xwéng 1: +

MAu/ Form: P1
£ An ban hanh

Form's version

3/FO9-BI
cla mau: 20

Installation location - Factory 1 layout:

[ :
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Hinh 2. Ban vé& mat bang Xwéng 1
Figure 2. Factory 1 layout

+ Ban vé phong I4p dat thiét bj | + Installation room layout
. |
TN N F
o b |
Tatlet pressing > AP VIEN DAP VIEN DAP VIEN
ABLET TABLET TAsLFI
CONPRESSING | COMPRESSMG | COMPRESSING
1032 031 030
a ™

Hinh 3. Ban v& mat bang phong lap dat
Figure 3. Installation room layout
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— Diéu kién méi trwdng phong: - Room conditions:
+ Nhiét dd: 22 +£5°C + Temp: 22+ 5°C
+ Am dé: 50 + 15 %RH +  Humidity: 50 + 15 %RH
+ Capsach:D + Cleanliness: grade D
2.4. Pham vi trach nhiém, nghia vu: Theo béng 2.4. Scope of responsibilities and obligations: Follow the
dudi table below
Trach nhiém,
nghia vu
Phan loai N&i dung cdng viéc Responsibilities and Ghi chu
Classification Content obligations Remark
baoi tac DHG
Partner
Thiét ké/ Design A =
Ché tao/ Fabrication A H
FAT - =
Van chuyén/ Transportation A H Incoterm: DDP
Hé théng, Lap dat/ instailation A =
thiét bi/ Didu chinh/ Adustment v =
Systems, equipment = -
Tham dinhf Qualification H A
SAT A A
HuAn luyén nhan vién/ Training for staff A H
Kiém tra trong qua trinh san xuat/ Check in B 7
the actual production
Cai tao hé thong, thiét bi phu tro' dap tng . .
Phy tro/f van hanh/ Renovating upstream utility
Utility works Két ndi v&i hé théng phu tro/ Connecting = o
utilities
Thay d8i kién tr(c/ Architecture works H =
Khac/ Others Vat liéu van hanh th&/ Preparing the Matetial for = A
FAT, Qualification, SAT (including preparing cost)
Gl&ri nguyén liéu (bao gom chi phi gGi) g =
Sending the material {including delivery cost)
Chi phi nhan s thwe hién FAT {(vé may bay,
khach san,...) cho ... ngwdi / cost for FAT =i H
executing (airplane ticket, hotel fee,...) of ... people
Di d&if pha do/ thanh lyf... may hién hiru/
Retocating/ demolition/ liquidation/... of an existing H H
machine
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2.5. Thei han giao hang theo hop ddng (khéng
phai GMP):
5 thang ké tlr khi xac nhan d&t hang.
2.6. Diéu kién bao gia va thanh toan (Theo yéu
cau clia DHG) (Khéng phai GMP)
Péi véi Nha cung clp nudc ngoai o it nhat 1
dai dién tai Viét Nam
Ban sao gidy chirng nhan ddng ky kinh doanh,
gidy phép lién quan.
Bao cao tai chinh kiém toan/nép cho co quan
thué cac nam 2022, 2023, 2024,

Cé liét ké cac dw an da thwe hién twong tw. Co
hop ddng, bién béan nghiém thu, ban giao dwa
vao sl dung/bién ban thanh ly hop déng.

2.6.1. Bang bao gia:
+ Phai co tén cong ty, chir ky, déng dau.

+ Thé hién chi tiét cac dic tinh, thong sb
ky thuat thiét bi, cac wu diém ndi bat
thiét bi.

Thé hién nwdc san xuét, ndm san xuét.
Bao gia co thdi han tir 2 thang trd ién
ké tir ngay bao gia c6 hiéu lyc

+ Co ghi thei gian bao hanh thiét bi, tdi
thiéu 12 thang ké tir ngay nghiém thu.

+ Bdo gia bao gdm tét ca chi phi thudc
pham vi nha thau thye hién theo URS.

Bao goém tat ¢ca chi phi co lién guan
Bac gia ghi rd da c6 hay chwa co bao
gdm thué VAT.
2.6.2. Thanh toan
+ ng treéc 20 % gia tri hop d@dng ngay
sau khi ky hop ddng va DHG nhéan du
hd so thanh toan..

MAu/ Form: P13/F09-BI
Lan ban hanh clia mau: 20
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2.5. Delivery time according to the contract {not GMP)

5 months upon receipt of order

2.6. Conditions for guotation and payment (According
to DHG's request) {not GMP)

For foreign suppliers with at least 1 representative
in Vietnam

Copy of business registration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2022, 2023, 2024,

List of similar projects that have been
implemented. Contracts, acceptance reports,
handover/contract  liquidation  reports  are
available.

2.6.1. Quotation:
+ Must represent company name, signature,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+ Show country, time of manufacture.

+ Quotations are valid for 2 months or more
from the effective date of quotation.

+ Must have warranty duration, at least 12
months after acceptance.

+ The quotation includes alt costs within the
scope of the contractor's performance under
URS,

+ Include all relevant cost.

+  Must notify including VAT or not.

2.6.2. Payment

+ 20% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..
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50% sau khi hoan thanh nghiém thu
SAT va DHG nhan di hd so thanh toan

30% cdn lai sau khi hoan tat nghiém thu
hop d6ng va DHG nhan dwoc bao lanh
bao hanh

Poéng tién thanh toan: Viét Nam Ddng.

2.6.3 Bao lanh thanh toan

-+

Bdo lanh dw thau: 3% gia tri woc tinh
clia gdi thau, cod hidu lwc tir ngay phat
hanh dén 30 ngay sau thoi diém dong
thau.

Béo lanh tam (rng: twong dwong gia tri
tam rng, cb hiéu Iwc tlr ngay phat hanh
dén khi gia tri tam (*ng dwoc hoan tra
hoan toan.

Béo lanh thwe hién hop ddng: Téi thiéu
10% gia tri hop ddng, cd hiéu lwc Hy
ngay phat hanh dén khi két thic cac
nghia vy hop dbéng.

Bao lanh bao hanh: Téi thidu 5% gia tri
hop ddng, ¢6 hiéu lwc tir ngay nghiém
thu dwa vao sl dung dén két thic thoi
gian bao hanh,.

3. CAU TAO HE THONG/ THIET Bl

Mau/ Form: P13/F09-B]
LLAn ban hanh cla mau: 20
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+ 50% after completing SAT acceptance and
DHG receives  compiete payment
documents

+  30% con lai sau khi hoan t&t nghiém thu hop
ddng va DHG nhan dwoc bao lanh bao hanh

+ Payment currency ; Viet Nam Dongs.
2.6.3 Payment guarantee;

+ Bid security. 3% of the estimated value of
the bid package, valid from the date of issue
until 30 days after the bid closing date,

+ Advance payment guarantee; equivalent to
the value of the advance payment, valid from
the date of issue until the advance payment
is fully repaid.

+ Contract performance guarantee: Minimum
10% of the contract value, valid from the
date of issue until the end of the confractual
obligations.

+ Warranty guarantee: Minimum 5% of the
confract value, valid from the date of
acceptance and putting into use until the end
of the warranty pericd.

3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS

STT Hé théng/ Thiét bi S6 lwong Ghi chii
Ordinal System/ Equipment Quantity Note
1 May do kim loai/ Metal detector 01
5 Ha d6 cao cla phiéu chtra vién/ 01
Lower the height of the pellet hopper
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Khi nén
Compressed air
‘ May dap vién j
Tablet pressing |
- machine |
Electric ]j I
cabinet :1 I~
A ) . q . 2700
I f | b _ ) May dé kim loai
F b A R iau \\ | Metal detector
[ | ] vien
‘ May hit E Tablet -
\ h)ln ‘ 1100 o deduster L o ? *
( Dust | |4 = 1_1
collector }! k5, JE 00 | 7H | I -
L H =  — =N S
~ Ha dé cao
Low height

Mau doé/Red: Pham vi cdng viéc nha thau/ Manufacturer's scope of work  * Ghi ¢htl: don vi do dé dai la mm

Mau xanh/Blue: Pham vi céng viéc ctia DHG/ DHG's scope of work

4. THONG SO SAN PHAM VA CAC TIEU CHi

Hinh 3. So @b b tri may
Figure 3. Layout drawing of machine arrangement

4.1 Thong sb san pham:

Danh muc san phdm va cac théng sb lién

quan cho may dap vién:

Kich thwdc vién nhd nhéat va Ion nhat

PROCESS

4.1 Product parameters:

Note: Measuring unit of length level is mm

4. SPECIFICATION AND CRITERIA OF PRODUCT/

Product list and the related parameters for tablet

machine:

Smallest and largest tablet size

Kich thwéc vién Bé day vién | Trong
Hinh dang Tablet Dimension Tablet lwong vién
STT i . : .
No. vien (mm) Thickness | Tablet Weight
Tablet shape Dai Réng Pwiérng kinh (mm) (mg)
Length Width Diameter 9
1 Caplet 7.93-19.72 | 3.96-09.08 290-849 | 93-1191
2 Oval 7.59-19 4,01 -934 2.32-6.89 85 -762
3 | Round tablet 6.01-14.05| 2.66—-6.49 86 — 945
4 Hexagonal |[12.98 —13.03|14.90 — 14.95 6.03-6.37 | 808 — 841
5 Triangular | 7.43-7.47 3.75-465 | 167 —207
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5. YEU CAU VE HE THONG / THIET BJ
— Kich thuwdge miéng hdm phi hep vai kich
thuwée vién cla cac san phdm trong danh
muc san pham & muyc 4.
~  Nang suét do kim loai téi thidu déi véi vien
caplet: 168.000 vién / gid.
- Db nhay:
+ Hinh cAu @ 0.25 mm Fe
+ Hinh cau @ 0.30 mm Non-Fe
+ Hinh cau @ 0.40 mm thép khong ri
— Chiéu cao nap vién clia may do kim loai
cho phép diéu chinh dé& dang va phai
twrong thich véi chiéu cao ra vién clia may
lau vién (thdng tin tham khao — chidu cao
ra vién cia may lau vién la 750 mm).
— Théng tin tham khao: Chiéu cao thiing
chira vién & cudi day chuyén 475 mm.
~  Trang bi banh xe gitp hd tro di chuyén cda
may duoc dé dang.
6. YEU CAU CHUNG
6.1. Phil hop véi ludt, cac qui dinh va tiéu chudn
~ Tiéu chudn GMP: Thiét bj phai dap tng
tiéu chudn WHO-GMP, EU-GMP, GMP
Nhét Ban, PICs-GMP.
— Tiéu chudn dién: thiét bj phai dat tiéu
chuén IEC hodc 1SO.
— D9 dn: khong virot qué 85 dB trong pham
vi 1 met.
6.2. Hé théng phu tro sdn co
— Ngubdn dién:
+ 230VAC (+5%, -10%) - 1pha - 50Hz.
— Khi nén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).
6.3. Y&u cu vé& co khi
- Cac chi tiét tiép xtc véi truc tiép san
pham: 1am t& inox 304 hoic 316L; nhya

Mau/ Form: P13/F09-BI
Lan ban hanh cta mau: 20
Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

- The size of the deteclor entrance mouth is
suitable for the tablet dimensions of the
products in the product list at the article 4.

- Minimum capacity of metal detecting in case of
caplet shaped tablet ; 168,000 tablets / hour.
~-  Sensitivity:
+ Sphere @ 0.25 mm Fe
+ Sphere @ 0.30 mm Non-Fe
+ Sphere @ 0.40 mm Stainless steel

~ The inlet height of the tablet metal detector
must be adjustable and appropriate with
discharge chute of tablet deduster (reference
information — the height of discharge chute of
tablet deduster is 750 mm).

~ Reference information: The height of the tabiet
container at the end of the line is 475 mm.

- Equipped with wheels/casters to support the
movement of machine easily.
6. GENERAL REQUIREMENTS
6.1. Comply with Law, Regulation and Standard

— GMP standard: Equipment must satisfy the
such standards WHO-GMP, EU-GMP, Japan-
GMP, PIC/s-GMP.

~  Electrical standard: Equipment must satisfy |IEC
or ISO.

— Noise: not more than 85dB within 1m distance.,

6.2. Specifications of the available utilities
- Power supply:
+  230VAC (+ 5%, -10%) - 1 phase - 50Hz.

- Compressed air: 0.60 MPa - 0.65 MPa (6 bar -
6.5 bar).

8.3. Mechanical requirements

~ The component direct contacts to the product:
made of SUS 304 or SUS 316L; applicable
Plastic & Resin for drug (or equivalent

10/17
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6.4. Y&u ciu vé& dién

6.5. Y&u cAu vé& nit nhan van hanh:

va keo duwge phép dlng trong dwec pham
(hodc trong dwong), khéng dwge xay ra
phan (*ng héa hoc gay &nh huéng chét
long san pham.

Nha thau can cung cap bao cao thAm dinh -

vat lieu (mill test).

Bao vé qua dong: may phai dugc trang bi -
thiét bi bao vé qua dong.
B&o vé ro ri dién: Thiét bi can cé day tiép -
dat.
Nhiét dd hién thj kiéu s6 nguyén. -
Sau khi mét dién: may khéng duwoc tw -
ddng chay ma phai dwgc kh&i ddng lai boi
nguwei van hanh.

Khi co sy cd mét dién: cac dir lidu van -
hanh dwoe lwu lai va ¢6 thé st dung khi
co dién tré lai.

TG dién yéu cau cy thé tinh nang chéng -
nwréc bui,
NGt dirng khan cap duoce dat & vi tri thuan -

tién dé& dirng may ngay lap téc.

Mau/ Form: P13/F09-BI
LAn ban hanh clia mau: 20

Form's version

materials), must not have chemical reactions
that could affect the product quality.

The vendor needs to provide the report of

Material test certificate (Mill test certificate).

6.4. Electrical requirements

Overcurrent protection: Machine needs to have

an overcurrent protection device.

L eakage protection: Machine needs to have
Earth wire.

Temperature is displayed in integer.

After power failure, Machine must not work

automatically. it must be manually started.

Whenever the power failure happends, the
operation data must be saved. It can be used

when power is back.

Electrical cabinet: Water, dust proof property is
required.

The emergency button should be intentionally
placed to convenient stop the machine

immediately.

6.5. Operating button specifications:

Mau séc Ghi chi
Color Remark
Nt khéi ddng/ Start button Xanh/ Green
Nt dieng/ Stop button Do/ Red
Nt divng kh&n cap/ Emergency D8/ Red Kiéu: xoay d& m& khéa
button Type: Turn-reset
NUt reset/ Reset Vang/ Yellow
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Dén bao hiéu kidu thap: trong trwdng hop
thiét bi c6 1&p dat cot dén bao hiéu thi theo
yéu cdu cla bang dudi day:

MAu/ Form: P13/F09-Bi
L3n ban hanh cta mau: 20

Form’s version

Signal tower lamp specifications: In case that
machine have Signal tower lamp, it should
comply with followings:

Mau sac Ghi chu
Color Remark
Dirng/ Stop P06/ Red
Bao dong/ Alarm Vang/ Yeliow
Chay/ Run Xanh/ Green

6.6. Yéu céu vé hé théng khi nén

Thiét bi phai c¢é bd chinh ap khi nén va loc
phu hep.

6.7. Yéu cau vé veé sinh, bao tri, stra chira

Nha thau can cung cap dir liéu “dién tich
tiép xuc v&i san pham (cm?)” cho qua trinh
th&m dinh vé sinh clia DHG.

X ly b& mat cac chi tiét tiép xtc truc tiép
v&i sdn phdm: phai nhdn bong dé dé vé
sinh.

V6 bao che: Thiét bj s& dwoc lap dat trong

phong sach (cdp sach D) nén vé bao che
phai dwgce [am bang inox 304 (hodc vat
ligu twong duong).

Khung may c6 két ciu clrng virng, it rung
ddng khi van hanh,

Hé truyén dong dwoc thiét ké hoat dong
dn dinh va lién tuc.

Cac bd phan chuyén déng phai dwoc bao
che day du dé dam bdo an toan va tranh
tap nhiém.

Dé& vé sinh: May duoc thiét k& dé vé sinh
& tht ca cac bd mat, thiét ké sao cho dé
dang kiém tra cac bé& mét sau khi vé sinh.
Dé thay dbi bé phan may: May phai dwoc
thiét ké dé dé thay ddi cac bd phan may.

8.6. Pneumatic (Compressed air) system requirements

The machine must have an appropriate
regulator (to control the pressure) and filter.

8.7. Requirements of cleaning, maintenance and repair

The vendor needs to provide the data of
“Surface area (cm?)” for DHG's Cleaning
validation business.

Surface finishing of the components in direct
contact with the product; It must be smooth for
easy cleaning.

Exterior coverage: the machine will be installed
in the clean room (Grade D) so its exterior
coverage should be made of SUS 304 (or
equivalent materials),

Machine frame would be steady structure with
low vibration during the operation.

Driving system must be designed for stable and
continuous operation.

The moving parts need to be covered
adequately for safety and prevention of the
contamination,

Easy to clean. Machine must be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Yéu cau vé phu kién
— Nha thau can cung cAp cac vat tv tiéu hao
trong véng 1 nam.
— Nha thau can cung cAp danh sach phuy
kién cling v&i bao gia.
6.9. Huén luy&n van hanh
— Nha thau phai td chirc hudn luyén cho
ngwdi st dung vé trinh tw van hanh va vé
sinh may cling nhw phwong phap thao lap
may va bao tri.
6.10. Y&u cdu vé nhan dinh dang

~  CAc thiét bj phai dwoc dat ma sb va dwoc -

dan nhan nhan dang.
7. THAM DINH THIET B| VA NGHIEM THU
7.1. Mtrc @6 can thiét
Tién hanh chon cac diéu kién dwdi day

Mau/ Form: P13/F09-BI
LAn ban hanh clia mau: 20
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6.8. Spare parts
- The vendor needs to provide the consumable
spare parts for 1 year,

—  The vendor needs to attach the spare parts
checklist together with the quotation.

6.9. Operator training

- The vendor needs to hold a training course for
the operation and cleaning sequency as well as
the assembly, dismantle and maintenance
instruction.

6.10. Requirements for identification labels

Devices must be coded and labeled with
identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below

Diéu kién Can thiét Khdng can thiét
Process Necessary Unnecessary
FAT = A
SAT A B
Tham dinh/ Qualification A A
CSV (Computerized System Validation) = A
7.2. Pham vi trach nhiém, nghia vuy: 7.2, Responsibility, obligation
. . Trach nhiém, nghia vu o
Céng viéc Responsibility, obligation Ghi cht
Tasks — Note
B o6l tac/ Partner DHG
Thire hién tw kiém tra triedre khi B
£ N Thuec hién/
x xuat xwéng/ Check machine before
Ty kiem tra . execute
Self-checking release the machine
B&o cdo tw kiém tra trwdre khi
xut xwéng/ Report
Bé cuwong/ Protocol
FAT The hién/ Execute
Bang ghi chép két qua/ Report
Kiém tra | Bang d& cwong/ Protocol Soan thao/ Phé duygt/
Xac nhan s . preparc APRIovS
hi&m th Thepe hién (Lam thuwe t&)/ Thiee hign/ Nhan chirng/
ngiem tu | pyecute execute witness
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R o Trach nhiém, nghia vu S
Cdng vige Responsibility, obligation Ghi cha
Tasks . Note
Pai tac/ Partner DHG
SAT Bao cAof Report Soan thaof Phé duyét/
prepare approve
Bang dé cuong / Soan thao/
Protocol prepare
DQ Thie hién/ Execute Thiec hign/
B4o c40/ Report Phé duyét/
approve
Bang dé cuong/ Soan thao/
Protocol prepare
1Q Thirc hién (Lam Thiec hién/
thire t8)/ Execute execute
Bao cao/ Report Phé duyét/
approve
Bang dé cuong/ Soan thao/
z . Protocol prepare
nam dinh | Thyc hign (Lam Thuc hién/
thic t8)/ Execute execute
Béo c4of Repart Phé duyét/
approve
. Biéu mau/Form
CH;]?J%” Thurc hién (Lam
Calibration thwe t8)/ Execute
Bao cao/ Report
Bang dé cwong / Soan thao/
Protocol prepare
PQ Thire hign (Lam Thire hién/
thirc t4)/ Execute execute
Bao cao/ Report Phé duyét/
approve

7.3. Didu kién nghiém thu

7.3.1.

7.3.2,

7.3.3.

7.3.4,

V& hé so: Nha san xuét ban giao day du
hé so theo dé& xuét clia cong ty.

Vé thiét bi: Ban giao day du thiét bj kém
theo, d6 nghé va phu ting thay thé dyw
phong.

V& van hanh: Thiét bj hoat déng chinh
xac, on dinh (loai bd dwoc chinh xac mau
chira kim loai).

V& s&n pham thie hién OQ va SAT: Nha
cung cap cung cap mau thir két hop voi
san pham dé thuc hién

7.3. Acceptance conditions

7.3.1.

7.3.2.

7.3.3.

7.3.4.

Document; Supplier submit all document which
DHG proposed.

Device: Handover all accessory, tools, spare
parts.

Operation: The machine must be reliable (exactly
reject the sample that contaminates the metal).

Equipment runs on products below for OQ and
SAT: Supplier provides test samples combined
with products for implementation
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8. HO SO BE XUAT

Hay cung cép cac hd so durgc néu bén dudi:

MAu/ Form; P13/F09-BI
Lan ban hanh cta mau: 20

Form's version

8. DOCUMENTS

Provide documents below:

Céng viéc Ho so S6 lwong Ghi cha
Process Document Quantity Note
Hé so théng sé k§ thuat/ Documents and 01 B&/
N drawings 01 Set
Ho so 01 B/
bao gia Bao gia/ Quotations '
. 01 Set
Quotation =
Hop ddng/ Contract 04 Bo/
' 04 Set -
. Bang thong sb ché tao/ Specification 01 B&/ Beh)fac? nl}??
Hb so xac nhan | documents and drawings 01 Set (phé duyét)
thidt ké/ _ ~ _‘ _ i _ For confirmed purpose
Desi FS (Dac diem ky thudt chirc nang) cho
esign
Csv
FS (Function Specification) for CSV
HO SO Pé cuwong va ké hoach/ Protocol
thiét ké/
DQ Bao cao/ Report
) . ] Bao gém céc chirng
T kiém tra/ Béo cdo nha san xuat tv kiem tra truvdc 01 B&/ nhan kiém tra cac bd
Self-checking khi xuat xwéng/ Report 01 Set phan chinh/ Including
main pars cedificates
HB so FAT/ Dé cuwong/ Protocol
FAT documents Bang ghi chép/ Report
3 2 01 Bo/
3 so bPeé cwong kiém tra/ Protocol 01 Set
kiém tra va xac R .z 01 Bo/
nh&n nghiam thu/ Bang ghi chép kiém tra/ Report 01 Set
SAT documents Bian ba hidm thu/ . 02 Bo/
ien pan ngniem thu/ acceptance minutes 02 Set
. 1Q
Pe cuong/
Protocol O_Q -
Ha so thadm dinh/ Hi&u chuan/ Calibration
Qualification N 1Q
documents Bao cao tham o0
dinh/ Report — -
Hiéu chuan/ Calibration
Huwdng dan van hanh/ Operation instruction 01 B¢/
' ’ 01 Set )
Khac Ban vé tong thé trang thiét bi, hinh cac 01 B8/ Kém gidy chirng
Others bd phéan, ban vé bo tri/ Drawing: general, 01 Sét nhan vat liéu/

parts, equipment position

Ban vé fién quan dén dién, cac dung oy
do dac/ Electrical diagram, measuring tools

inciuding Mill sheet
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9. KHAC (LUU Y DAC BIET) (KHONG PHAI

GMP)
9.1. Théi gian bao hanh (dam bao trach
nhiém sai sot)
~ Bén cung cép thiét bi phai dam bao thiét
bi dap rng AU cac théng sb ky thuat-chat

lwong ma Dwoc Hau Giang da dat hang.

— Thiét bi phai dap (rng san xuat duwoc cac
s&n phdm ma Dugc Hau Giang da néu
trén. Trwerng hgp ma thiét bi khéng dap
rng san xuét cho 1 san pham nao dé ma
nguyén nhan thudc vé thiét bj thi nha cung
cép phai khac phuc va chiju chi phi vé& van
dé dé.

~ Thoi gian bdo hanh téi thidu 12 thang tinh
ttr ngay nghiém thu thiét bi.

9.2. Cung cép phu ting du phang

— Nha cung cép phai cung cap day di va kip
thdi cac phu tung dy phdng ma Dwoc Hau
Giang yéu cau.

9.3. Bac mét thong tin

— Tét ca thdng tin dwoc trinh bay va bi mat
kinh doanh cla ca hai bén chi dwoc sk
dung cho trwdng hop nay va khéng dwgc
tiét 16 hodc dua cho bén thir ba

— Trwdng hop song phuwong ¢6 thanh qua
tr y twéng, phat minh trong qua trinh thiét
ké va st dung hé théng/ thiét bi trong hop
ddng mang lai. Néu c6 dv dinh ndp don
xin quy&n s& hitu cong nghiép, can thong
bao tridc cho ddi tac, cling thao luan va
dwa ra quyét dinh.

Mau/ Form: P13/F09-BI
Lan ban hanh ctia mau: 20
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9. OTHERS {Majority attention} (not GMP)

9.1.

9.2.

9.3.

Warranty period {(guarantee fault responsibility)

The equipment supplier must ensure that the
equipment must be reached all the
specifications and quality that DHG Pharma
has ordered,

The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equipment, the supplier must fix it and bear

the cost of that problem.

Warranty duration: at least 12 months from

acceptance test.

Spare parts supply
Supplier must provide sufficient and timely

spare parts required by DHG Pharma.

information security

All information presented and trade secrets of
both parties are only used in this case and not

disclosed or given to third parties

The bilateral case results from ideas, inventions
in the design and use of systems / equipment in
contracts. If one of both parties intend to apply
for industrial property rights, need to notify the
pariner, discuss and make a decision
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YEU CAU NGUO'l SU’ DUNG

DHG PHARMA Hé théng/Thiét bi:

e Mau: P13/F09-BI
Form

e LAn ban hanh clia mau: 20

Form's version

MAY DO KIM LOAI DANG VIEN
USER REQUIREMENTS SPECIFICATION

Vi mit cudc séng khde dep hon

Sé / No.:

System/Equipment:

TABLET METAL DETECTOR

ME/2025/01/URS/M314-13

Version

LAn ban hanh: 1

® Tén hé thong/thiét bi/system/equipment name: May do kim loai dang vién/ Tablet metal detector
® M3 sd hé théng/thiét bi/System/equipment code: M314-13
® Model (Néu co/if any): N/A

® |y do ban hanh/Reason for issued:

A Lap moi

New installation

H Khi cé thay doi
When changing

® Phong ban st dung/Department name: Xwdng 1/ Factory 1

Ho va tén Ky tén Ngay

Full name Signature Date
Nguwoi thue Nguyén Tan Pat 7
hién (Nhan vién T thiét bj san xuat/ F;_"Zf;jl A:, 98 j02/20 PRy

Implemented by

Staff of Production Equipment Group)

Nguwdi xem xét
Reviewed by

Nguyén Van Phi
(Té trwdng T4 thiét bj san xuat/

Team leader of Production Equipment Group)

28/ 02] 1S

Nguwdi xem xét

Lé Hiru Hanh

Reviewed by (Quéan dbc xwéng 1/ Y /(;,/,u,lg’
Manager of Factory 1) e

Nguoi xem xét Tran Minh Luan i

Reviewed by (Trwdng Phong nghién clru va phat trién/ 4@% 2_@)/@ ¥ d /2@ 3.6

RD Manager) C//

Ngudi xem xét Tran My Thién ) /

Reviewed by (Phé Phong Co dién/ ;/} 9 f o2 |Lotf
Deputy Head of ME) A

Nguwdi phé Tran Binh Thuan

duyét (Trwéng Phong Quan I chat lwong/ Vuall 25 J0.2/7 025

Approved by

QM dept. Manager)
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MUC LLUC/ INDEX

1o MUC BICH Lottt e s et e e s e e s e e e et e e s [4]
PURPOSE
2. PHAMVICONG VIEC ....cieeeeceeee et eeeeeeeeeee e e ses e [4]
SCOPE OF WORK
2.1, Ten hethdnghiBt bi: ... [4]
Name of the system/equipment
2.2, SOIPONG: ..ot e [4]
Quantity
230 VIt IAp @8t .o [4]

Installation location

2.4, Pham vi trach nhiém, nghia vu: Theo bang dwéi ... [6]
Scope of responsibilities and obligations: Follow the table below

2.5. Thaoihan giao hang theo hgp ddng (khéng phai GMP): ................... (7]
Delivery time according to the contract (not GMP)

2.6. Diéu kién bao gia va thanh toan (Theo yéu cu clia DHG) (Khéng phai GMP):
Conditions for quotation and payment (According to DHG's request) (not GMP)

............................................................................................ [7]
3. CAUTAOHE THONG/ THIET Bl .o eeeeeeeeeeeeeeeeeeeeeeeeeeeeeesesemsense [8]
CONFIGURATION OF SYSTEMS
4, THONG SO SAN PHAM VA CAC TIEU CHI e [9]
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
5. YEU CAU VE HE THONGITHIET Bl vvveeeeeeeeeeeeeeee e s vee e [10]
REQUIREMENTS OF SYSTEM/EQUIPMENTS
T SV oF XU o= 3 U] N U [10]
GENERAL REQUIREMENTS
6.1.  Phuhgp v&i Luét, cac quidinh vatiéuchuan ..................... . [10
Comply with Law, regulation and standard
6.2, HEthONg PhUtre SBN CO «ovvvee e [10]
Specifications of the available utilities
6.3, YU CAUVE COKNI ..ot [10]
Mechanical requirements
6.4, YEUCAUVE AIBN ... [11]
Electrical requirements
6.5. YBucAuvé nitnhAn vAn hanh ... [11]
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Operating button specifications
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B.6. Y&ucAuve hethdng Khi nén ... [12]
Pneumatic (Compressed air) system requirements
8.7. Yéu chu vé vé sinh, bdo trl, stra chila ......oooooiiveeiiiiii i [12]
Requirements of cleaning, maintenance and repair
6.8. YBUCAUVE PhUKIBN... ..ottt [13]
Requirements of Calibration
6.9.  YEUCAUVE PhUKIBN ... e [13]
Spare parts
B.10. HUAN IUYBN VAN NAND ..o e [13]
Operator training
7. THAM DINH THIET Bl VA NGHIEM THU ..o mnniirinne e [13]
QUALIFICATION AND ACCEPTANCE TEST
7.4, Mircdd canthiét ... J PP PTPPRPT [13]
Necessary conditions _
7.2.  Pham vi trach nhi@m, nghia v ... 13}
Responsibility, obligation
7.3, Didu Kidn nghiEM IhU ..o [14]
Acceptance conditions
8. HO SO DE XUAT .ottt vcsirarererrrer e s s ee e e e e e s e e e s re s s s s [15]
DOCUMENTS
9. KHAC (Lwu y dic biét) (khéng phai GMP) ....ccocvvviiiiiimnniinieeeenns [16]
OTHERS (Majority attention) (not GMP)
9.1. Thoigian bao hanh (ddm bao trach nhiém saisot) ........................ [16]
Warranty period {(guarantee fault responsibility)
9.2.  Cung cAp phu ting di PRONG ...ovveieei i [16]
Spare parts supply
9.3, BAOMALThONG LN ..o [16]
information security
10. TINH TRANG BAN HANH, SPA BOI ...ooeviiiiaiiireeecs s ciatnnnneein e e [17]

REVISION HISTORY
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PHONG CO BIEN/ ME DEPT.
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1. MUC biCcH

PAu tw m&i may do kim loai dang vién mai

cho may dap vién hién hivu cia Xudng 1.

Nang cao né&ng suat chat lwong nhdm dap

wng nhu cdu chat lveng cla EU-GMP.

2. PHAM VI CONG VIEC
Bao gém nhwng khéng gi¢i han trong cac néi
dung sau:
2.1. Tén thiét bj: May do kim loai dang vién
2.2. S6 lwgng: 01 may
2.3. Vi tri 13p dat: Céng ty ¢d phan Dwoc Hau
Giang — Chi nhanh Nha may dwoc pham
DHG tai Hau Giang (Xwéng 1).

— Pia chi: Lé B2, B3 - KCN Tan Pha Thanh
- Giai doan 1, x& Tan Pha Thanh, huyén
Chau Thanh A, tinh Hau Giang.

~ Phong lap dat: Phong 032 - Khu dap vién
- Thiét bj di dong (du kién si¥ dung thuéng
xuyén & may dap vién T019012)

~ Ban vé dinh kém bao gém:

+ Ban vé tdng thé

Mau/ Form: P13/F03S-BI
Lan ban hanh clia mau: 20

Form'’s version

1. PURPOSE

Invest new tablet metal detector for the existing
tableting machine of factory 1.

Upgrade the quality to meet the quality demand of EU-
GMP.

2. SCOPE OF WORK

Should include but is not limited to the following :

2.1.
2.2.
2.3.

Name of equipment ; Tablet metal detector
Quantity: 01 machine
Instaltation location: DHG Joint Stock Company —

DHG Pharmaceutical factory branch in Hau Giang
{Factory 1).

— Address: Lot B2, B3 - Tan Phu Thanh Industrial
Park — phase 1, Tan Phu Thanh Commune, Chau
Thanh A District, Hau Giang Province.

- Installation: Room 032 - Area tableting - Movable
equipment (usually use in the tableting machine
T019012)

— Atftached drawing:

+ Overall layout

Hinh 1. Bén v& tong thé Chi nhanh nha may Dwoc phdm DHG
Figure 1. Overall layout of DHG Pharmaceutical plant branch
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+ Ban vé vi tri 1ap dat - xwdng 1: I + Installation location - Factory 1 layout:

o 000 & OO
P SSEET I zm_g.m!iwwwq._m_f..zmmf

€

&

e =3
Z | = ’?’i::é

“““‘;‘ A T R = s e ! i '
‘um%m-_‘._m _;,_m_,;‘m'mww/ﬁ_ o T * mﬂr__rm TR ; mwm_f-m‘
é-@@@@@o@@%@@ @@@@@@

Hinh 2. Ban v& mat bang Xuwéng 1
Figure 2. Factory 1 layout

+ Ban vé phong l&p d&t thiét bi ‘ + Installation room layout

NOR =

3!45{3mm‘;

Way dép vién .
Tabéal prossing > DAP VIEN DAP VIEN DAP VIEN DAP VIEN DAP VIEN
mechine TaBLET ABLET TASLET TAB TABLET

COMPRESSING TONPRESSING | COMPRESSING | CoOMeR COMPRESSING
033 032 031 030 02¢
N A —_— —— £ -
i JAOOmm !
a
y, N A U\' N
4 _ ==

Hinh 3. Ban vé mat béng phong lap dat
Figure 3. Installation room layout
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~ Diéu kién mai trwérng phong: - Room conditions:
+ Nhiét do: 22 +5°C + Temp:22+5°C
+ Am do: 50 +15 %RH + Humidity: 50 + 15 %RH
+ Cépsach: D + Cleanliness: grade D
2.4. Pham vi trach nhiém, nghta vu: Theo bang | 2.4. Scope of responsibilities and obligations: Follow the
dudi table below
Trach nhiém,
nghia vu
Phéan loai Néi dung cong viéc Responsibilities and Ghi chu
Classification Content obligations Remark
Béi tac DHG
Partner
Thiét ké&/ Design vl =
Ché tao/ Fabrication U H
FAT H H
Van chuyén/ Transportation U H Incoterm: DDP
Hé théng, L&p g4/ Instaltation 4 B
thiét bi/ Piéu chinh/ Adjustment A =)
Systems, equipment = -
Tham dinh/ Qualification H A
SAT A Uy
Huén luyén nhan vién/ Training for staff 1% g
Kiém tra trong qua trinh san xuat/ Check in
. = |
the actual production
Cai tao hé thong, thiét bi phy tro dap tng . o
Phu tro/ van hanh/ Renovating upstream utility
Utiiity works K&t ndi voi hé théng phu tro/ Connecting = o
utilities
Thay @i kién triic/ Architecture works = H
Khacf Others Vat liéu van hanh thi¥/ Preparing the Material for = A
FAT, Qualification, SAT (including preparing cost)
G@i nguyén fiéu (bao gobm chi phi gty = =
Sending the material {including delivery cost)
Chi phi nhan sw thire hién FAT (vé may bay,
khach san,...) cho ... ngudi / cost for FAT H =
executing (airplane ticket, hotel fee,...) of ... people
Di doif pha d&/ thanh ly/... may hién hiru/
Relocating/ demolition/ liquidation/... of an existing = H
machine

6/17




Cong ty C6 phan Duwgc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO DPIEN/ ME DEPT.

S&/ No.: ME/2025/01/URS/M314-13

2.5. Th&i han giao hang theo hop ddng (khéng
phai GMP):
5 thang ké tlr khi xac nhan dat hang.
2 6. Didu kién bao gia va thanh toan (Theo yéu
cau ctia DHG) (Khdng phai GMP)
Pi v&i Nha cung cap nwéce ngodi ¢co it nhat 1
dai dién tai Viét Nam
Ban sao gidy chirng nhan dang ky kinh doanh,
gidy phép lién quan,
Bao cao tai chinh kiém toadn/nép cho co quan
thué cac nam 2022. 2023, 2024.

Co lidt ké cac d an da thye hién tuong ty. Co
hop ddng, bién ban nghiém thu, ban giao dwa
vao str dung/bién ban thanh ly hop déng.

2.6.1. Bang bao gia:
+ Phai co tén cong ty, ch ky, dong dau.

+ Thé hién chi tiét cac déc tinh, thong s6
ky thuat thiét bi, cac wu diém ndi bat
thiét bi.

+ Thé hién nwdc san xuat, ndm san xuét.
Bao gia cd thai han tir 2 thang tré 1€n
k& tr ngay bao gia cd hiéu lyc

+ Co ghi thoi gian bao hanh thiét bi, téi
thidu 12 thang ké t&r ngay nghiém thu.

+ Bao gia bao gdm tat ca chi phi thude
pham vi nha thau thue hién theo URS.

+ Bao gdém tat ca chi phi c6 lién quan
+ Bao gia ghi rd da c6 hay chuwa cé bao
gdm thué VAT.
2.6.2. Thanh toan
+ Ung trweac 20 % gia tri hop dbng ngay
sau khi ky hgp déng va DHG nhén dd
hé so thanh toan..

MAau/ Form: P13/F09-BI
Lan ban hanh clia mau: 20

Form's version

2.5. Delivery time according to the contract (not GMP)

5 months upon receipt of order

2.6. Conditions for quotation and payment (According
to DHG's request) {not GMP}

For foreign suppliers with at least 1 representative
in Viietnam

Copy of business registration certificate, related
licenses,

Audited financial statementslsubmission to tax
authorities for the years 2022, 2023, 2024,

that have been
acceptance reports,
liquidation  reports

List of similar projecis
implemented. Contracts,
handover/contract
available.

2.68.1. Quotation:

are

+ Must represent company name, signature,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+ Show country, time of manufacture.
+ Quotations are valid for 2 months or more
from the effective date of quotation.

+ Must have warranty duration, at least 12
months after acceptance.

+ The quotation includes all costs within the
scope of the contractor's performance under
URS.

+ Include all relevant cost.

+ Must notify including VAT ar not.

2.6.2. Payment

+ 20% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..
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PHONG CO DIEN/ ME DEPT.
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+ 50% sau khi hoan thanh nghiém thu
SAT va DHG nhan dd hd so thanh toan

+ 30% con lai sau khi hoan tat nghiém thu
hop ddng va DHG nhan dwoc béo lanh
bao hanh.

+ Bong tién thanh toan: Viét Nam Béng.

2.6.3 Bao lanh thanh toan

+ Bao lanh dw thau: 3% gia trj wée tinh
clia géi thau, co hiéu lwc tir ngay phat
hanh dén 30 ngay sau thoi diém déng
thau.

+ Bao ldnh tam (rng: trong dwong gia tri
tam (rng, c6 hiéu lyc tir ngay phat hanh
@én khi gia tri tam ng dwoc hoan tra
hoan toan.

+ Bao lanh thyc hién hep ddng: Téi thiéu
10% gié tri hop ddng, co hiéu Iwc tir
ngay phat hanh dén khi két thic cac
nghia vu hop ddng.

+ Bao lanh bao hanh: Téi thiéu 5% gia tri
hep ddng, cé hiéu lvc tir ngay nghiém
thu dwa vao s dung dén két thic thoi
gian bao hanh.

3. CAU TAO HE THONG! THIET BI

MAu/ Form: P13/F09-BI
Lan ban hanh cla mau: 20

Forrm's version

+ 50% after completing SAT acceptance and
DHG receives complete payment
documents

+ remaining 30% after completing the contract
acceptance and DHG receives the warranty
guarantee.

+ Payment currency : Viet Nam Dongs.

2.6.3 Payment guarantee;

+ Bid security: 3% of the estimated value of
the bid package, valid from the date of issue
until 30 days after the bid closing date.

+ Advance payment guarantee: equivalent to
the value of the advance payment, valid from
the date of issue until the advance payment
is fully repaid.

+ Contract performance guarantee: Minimum
10% of the contract value, valid from the
date of issue until the end of the contractual
obligations.

+  Warranty guarantee; Minimum 5% of the
contract value, valid from the date of
acceplance and putting into use until the end
of the warranty period.

3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS

STT Hé théng/ Thiét bj $6 lvong Ghi chu
Ordinal System/ Equipment Quantity Note
1 May do kim loai/ Metal detector 01
5 Ha d& cao cia phiéu chira vién/ 01
Lower the height of the pellet hopper

817



Céng ty C6 phan Dwoc Hau Giang

DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.
Sé/ No.: ME/2025/01/URS/M314-13

Mau/ Form: P13/F09-BI
Lan ban hanh ctia mau: 20

Form's version

Khi nén

Compressed air

Electric
cabinel

—J J

May hat
bui
Dusl
collector

[ May dapvien |
| Tablel pressing |
| machine
ﬁ ]F 2700
|
TI " '1- ) \\ May do kim loai
1 N | May lau \ Metal deteclor
| » ) vl - I
| { vién \ .
Tablet 3 p 400
1100 deduster 8 = "
| :{ }
. t i 475
— I |
¥ = 4
Ha dé cao
Low height

Mau dé/Red: Pham vi céng viéc nha thau/ Manufacturer's scope of work  * Ghi ch: don vi do do dai la mm

Mau xanh/Blue: Pham vi cng viéc cia DHG/ DHG's scope of work

4. THONG SO SAN PHAM VA CAC TIEU CHi

Hinh 3. So db bé tri may

Figure 3. Layout drawing of machine arrangement

4.1 Théng s6 san pham:

Danh muc san pham va cac thong sb lién

quan cho may dap vién:

Kich thwdc vien nhd nhat va Idn nhat

PROCESS

4.1 Product parameters:

Note: Measuring unit of length level is mm

4. SPECIFICATION AND CRITERIA OF PRODUCT/

Product list and the related parameters for tablet

machine:

Smallest and largest tablet size

Kich thwoe vién

Bé day vién

Trong lweng

Hinh dang Tablet Dimension Tablet vién
STT o . .
No. vien (mm) Thickness Tablet Weight
Tablet shape Dai Réng Pwéng kinh (mm) (mg)
Length Width Diameter 9
1 Caplet 7.93-19.72 | 3.96-9.08 2.90-849 93 - 1191
2 Oval 7.59-19 4.01-9.34 2.32-6.89 85 - 762
3 |Round tablet 6.01-14.05| 2.66-6.49 86 — 945
4 | Hexagonal [12.98 —13.03|14.90 - 14.95 6.03 -6.37 808 — 841
5 Triangular | 7.43 —-7.47 3.75-4.65 167 — 207
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5. YEU CAU VE HE THONG / THIET BI
- Kich thwéc miéng ham phu hop voi kich
thwéc vién clia cdc san phdm trong danh
muc san phadm & muc 4.
— Nang suéat do kim loai téi thiéu di véi vien
caplet: 168.000 vién / gio.
— D& nhay:
+ Hinh ciu @ 0.25 mm Fe
+ Hinh cdu @ 0.30 mm Non-Fe
+ Hinh c&u @ 0.40 mm thép khéng ri
— Chiéu cao nap vién cGia may do kim loai
cho phép diéu chinh d& dang va phai
twong thich véi chiéu cao ra vién cta may
lau vién (théng tin tham khao - chiéu cao
ra vién cla may lau vién 1a 750 mm).
— Thong tin tham khado: Chiéu cao thiing
chiva vién & cudi day chuyén 475 mm.
- Trang bi banh xe gitip hé trg' di chuyén ctia
may dwoc dé dang.
6. YEU CAU CHUNG
6.1. PhU hop vailuat, cac qui dinh va tiéu chuan
— Tiéu chudn GMP; Thiét bi phai dap (ng
tieu chudn WHO-GMP, EU-GMP, GMP
Nhat Ban, PICs-GMP.
-~ Tiéu chuan dién: thiét bi phai dat tiéu
chuén IEC hoac ISO.
~ D06 bn: khéng virot qua 85 dB trong pham
vi 1 mét.
6.2. Hé thdng phu tro sén co
— Ngudn dién:
+ 230VAC (+5%, -10%) - 1pha - 50Hz.
- Khinén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).
6.3. Yéu clu vé co khi
— Cac chi tiét tiép xuc véi truc tidép san
phdm: lam tlr inox 304 hodc 316L; nhua

MAu/ Form; P13/F09-BI
l.&n ban hanh clia mau: 20

Form’'s version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

— The size of the detector entrance mouth is
suitable for the tablet dimensions of the
products in the product list at the article 4.

~  Minimum capacity of metal detecting in case of
caplet shaped tablet : 168,000 tablets / hour.
—  Sensitivity:
+ Sphere & 0.25 mm Fe
+ Sphere @ 0.30 mm Non-Fe
+ Sphere @ 0.40 mm Stainless steel

— The inlet height of the tablet metal detector
must be adjustable and appropriate with
discharge chute of tablet deduster (reference
information ~ the height of discharge chute of
tablet deduster is 750 mm).

- Reference information: The height of the tablet
container at the end of the fine is 475 mm.

- Equipped with wheels/casters to support the
movement of machine easily.

6. GENERAL REQUIREMENTS
6.1. Comply with Law, Reguiation and Standard

~ GMP standard: Equipment must satisfy the
such standards WHO-GMP, EU-GMP, Japan-
GMP, PIC/s-GMP.

- Electrical standard: Equipment must satisfy IEC
or ISO.

— Noise: not more than 85dB within 1m disténce.

6.2. Specifications of the available utilities
- Power supply:
+  230VAC (+ 5%, -10%) - 1 phase - 50Hz.

- Compressed air: 0.60 MPa - 0.65 MPa (6 bar -
6.5 bar).

6.3. Mechanical requirements
- The component direct contacts to the product:
made of SUS 304 or SUS 316L; applicable
Plastic & Resin for drug (or equivalent
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PHONG CO PIEN/ ME DEPT.
S48/ No.: ME/2025/01/URS/M314-13

va keo duoc phép dung trong dwoc pham
(hodc twong duong), khéng dwoc xay ra
phan tng hoa hoc gdy anh hudng chét
lwong sdn pham.

Nha thdu can cung cip bao cao thdm dinh

vat lieu (mill test).

6.4. Yéu cau vé dién

Bao vé qua dong: may phai dwgc trang bj
thiét bi bao vé qua dong.

Bao v& ro i dién: Thiét bj can co day tiép
dat,

Nhiét d6 hién thj kiéu s6 nguyén.

Sau khi mét dién: may khéng duoc tw
déng chay ma phai duge khéi ddng lai boi
ngwdi van hanh.

Khi c6 sw cd mat dién: cac dir lieu van
hanh duoc lwu lai va co thé st dung khi
c6 dién tré lai.

TG dién yéu cau cy thé tinh n&ng chéng
nwéc bul.

Nt dieng khan cip dwoe dat & vi tri thuan

tién dé& dirng may ngay lap tirc.

6.5. Y&u cau vé ndt nhan van hanh;

Mau/ Form: P13/F09-BI
LAn ban hanh cta mau: 20

Form's version
materials), must not have chemical reactions

that could affect the product quality.

The vendor needs to provide the report of
Material test certificate (Mill test certificate).

6.4. Electrical requirements

Overcurrent protection: Machine needs to have
an overcurrent protection device.

Leakage protection: Machine needs to have
Earth wire.

Temperaturs is displayed in integer.

After power failure, Machine must not work

automatically. it must be manually started.

Whenever the power failure happends, the
operation data must be saved. It can be used
when power is back.

Electrical cabinet: Water, dust proof property is
required.

The emergency button should bhe intentionally

placed to convenient stop ithe machine

immediately.

6.5. Operating button specifications:

Mau sac Ghi cha
Color Remark
NUt khéi ddng/ Start button Xanh/ Green
NUt dipng/ Stop button D6/ Red
Nt dirng khan cAp/ Emergency 55/ Red Kiéu: xoay d& mé khoa
button Type: Turn-reset
NGt reset/ Reset Vang/ Yellow
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Pén bao hiéu kidu thap: trong trwdyng hop
thiét bi c6 14p dat cot d&n bao hiéu thi theo
yéu cdu cla bang duwai day;

MAau/ Form: P13/F09-BI
LAn ban hanh ctia mau: 20

Form's version

Signal tower lamp specifications. In case that
machine have Signal tower lamp, it should
comply with followings: '

Mau sic Ghi chd
Color Remark
Dirng/ Stop Pd/ Red
Bao ddng/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green

6.6. Yéu cAu v& hé thdng khi nén

Thiét bi phai c6 bd chinh ap khi nén va loc
phu hop.

B6.7. Y&u cAu v& vé sinh, bao trl, stra chira

Nha thau cln cung cép di liéu “dién tich
tiép xtic v&i san phdm (cm?2)” cho qua trinh
thdm dinh vé sinh clta DHG.

XU ly bé& mét cac chi tiét tiép xtc trwe tiép
vGi sdn phdm: phai nhan béng dé dé& vé
sinh.

V6 bao che: Thiét bj sé dweoc [ap dat trong

phong sach (cap sach D) nén vd bao che
phai dugc l1am bang inox 304 (hodc vat
ligu trong duong).

Khung may c6 két cAu ctrng vikng, it rung
déng khi van hanh.

Hé truyén dong dwoc thiét ké hoat dong
&n dinh va lién tyc.

Cac bd phan chuyén dong phai dwoc bao
che day du d& dam bao an toan va tranh
tap nhiém.

D& vé sinh: May duwoc thiét ké dé vé sinh
& tAt ca cac bé mat, thiét ké sao cho dé
dang kidm tra cac b& maét sau khi vé sinh.
Dé thay ddi bd phan may: May phai duoc
thiét ké dé dé thay ddi cac b phan may.

6.6. Pneumatic (Compressed air} system requirements

The machine must have an appropriate
reguiator (to control the pressure) and filter.

8.7. Requirements of cleaning, maintenance and repair

The vendor needs to provide the data of
“Surface area (cm?)" for DHG's Cleaning
validation business,

Surface finishing of the components in direct
contact with the product: It must be smoocth for
easy cleaning.

Exterior coverage: the machine will be instailed
in the clean room (Grade D) so its exterior
coverage should be made of SUS 304 (or
equivalent materials).

Machine frame would be steady structure with
low vibration during the operation.

Driving system must be designed for stable and
continuous operation.

The moving parts need to be covered
adequately for safety and prevention of the
contamination.

Easy to clean: Machine must be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Yéu cau vé phu kién
— Nha thau can cung cAp cac vat tw tiéu hao
trong vong 1 nam.
— Nha thau can cung cdp danh sach phu
kién cling v&i bao gia.
6.9. Huan luyén van hanh
— Nha thdu phai t& chirc huén luyén cho
ngudi str dung vé trinh tw van hanh va vé
sinh may cling nhw phwong phap thao 1&p
may va bao tri.
8.10. Yé&u ciu v& nhan dinh dang

~  CAc thiét bi phai dugc dat ma sb va dugce

dan nhan nhén dang.
7. THAM BINH THIET B| VA NGHIEM THU
7.1. M&rc d6 can thiét

Tién hanh chon cac didu kién dwéi day

MAu/ Form: P13/F09-BI
LLAn ban hanh clia mau: 20

Form's version

6.8. Spare parts

The vendor needs to provide the consumable
spare parts for 1 year,

The vendor needs to attach the spare parts
checklist together with the guotation.

6.9. Operator training

The vendor needs to hold a training course for
the operation and cleaning sequency as well as
the assembly, dismantle and maintenance
instruction.

6.10. Requirements for identification labels

Devices must be coded and labeled with
identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below

Piéu kién Can thiat Khéng can thiét
Process Necessary Unnecessary
FAT = A
SAT A =
Tham dinh/ Qualification A =
CSV (Computerized System Validation) B A

7.2. Pham vi trach nhiém, nghia vu:

7.2. Responsibility, obligation

. i Trach nhiém, nghia vu o
Cong viége Responsibility, obligation Ghi chu
Tasks o Note
Padi tac/ Partner DHG
Thige hién tyw kiém tra trede khi -
P . Thire hign/
Lz xuat xwéng/ Check machine before
Ty kiém tra . execute
Self-checking release the machine
Bao cao tw kiém tra trudc khi
xudt xweng/ Report
Pé cwong/ Protocol
FAT Thure hién/ Execute
Bang ghi chép két qua/ Report
Kiémtra | Bang d& cwong/ Protocol Soan thao/ Phé duyét
xac nhan — : 7 prepare approve
nism th Thye hién {(Lam thirc té)y/ Thirec hign/ Nhan chirng/
nghiem tnu Execute execute witness
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o a Trach nhiém, nghia vy Lo
Cdng viéc Responsibility, obligation Ghichu
Tasks o Note
D6i tacf Partner DHG
SAT Bao cao/ Report Soan thao/ Phé duyét/
prepare approve
Bang dé cwong / Soan thao/
Protocot prepare
DQ Thirs hién/ Execute Thue hign/
execute
Bao cao/ Report Phé duyét/
approve
Bang dé cuong/ Soan thao/
Protocol prepare
1Q Thyc hién (Lam Thwe hién/
thire t8)/ Execute execute
Bao cao/ Report Phé duyét/
approve
Bang dé cuong/ Soan thao/
z . Protocol prepare
Tham dinh | Thie hign (Lam Thire hign/
atfication thire t8)/ Execute execute
Bao cao/ Report Phé duyét/
approve
N Biéu mau/Form
Eﬁi‘én Thye hién (Lam
Calibration thiec {8) Execute
Bao cao/ Report
Bang dé cuong / Soan thao/
Protocol prepare
PQ Thwe hién (Lam There hién/
thire t8)/ Execute execute
B&o cao/ Report Pheé duygy
approve

7.3. Biéu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

7.3.4.

V& hd so: Nha san xuét ban giao day da
hé so theo d& xuét cla cong ty.

Vé thiét bj: Ban giao day dud thiét bj kem
theo, db nghé va phu ting thay thé dy
phong.

V& van hanh: Thiét bj hoat déng chinh
xac, &n dinh (Joai bd dwoc chinh xac mau
chtlra kim loai).

Vé san pham thuc hién OQ va SAT: Nha
cung cép cung cAp mau thir két hop voi
san pham dé thuwe hién

7.3. Acceptance conditions

7.3.1,

7.3.2.

7.3.3.

7.3.4.

Document. Supplier submit all document which
DHG proposed.

Device; Handover all accessory, tools, spare
parts.

Operation: The machine must be reliable (exactly
reject the sample that contaminates the metal).

Equipment runs on products below for GQ and
SAT: Supplier provides test samples combined
with products for implementation
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8. HO SO DE XUAT

MaAau/ Form: P13/F09-BI
Lan ban hanh cla mau: 20
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8. DOCUMENTS

Hay cung cép céac hé so dugc néu bén dudi:

Provide documents below:

Céng viéc Ho so S6 lwgng Ghi chu
Process Document Quantity Note
Hb so thdng sb k¥ thuat/ Documents and 01 Bo/
. drawings 01 Set
Ho so . | 01Bd/
bao gia Bao giad/ Quotations
, 01 Set
Quotation =
Hop ddng/ Contract 04 Bo/
‘ 04 Set -
Bang thong sb ché tao/ Specification 01 B&/ Beh)faé: ni}??
Hd so xac nhan | documents and drawings 01 Set (phé duyet)
thidt ké&/ _ _ _ _ _ . For confirmed purpose
Desi FS (Pac diém ky thuat chirc nang) cho
esign
csv
F$ {Function Specification) for CSV
Hé SO Pé cuwong va ké hoach/ Protocol
thiet ke/
ba Bao cao/ Report
] ] k Bao gom céac ching
T kiém tra/ Béo cdo nha san xuat ty kiém tra trude 01 BY/ nhan kiém tra cac bd
Self-checking khi xuat xwdng/ Report 01 Set phéan chinh/ Including
main pars certificates
H so FAT/ Pé cwong/ Protocol
FAT documents Bang ghi chép/ Report
A .z 01 B/
Ho so Pé curong kiém tra/ Protocol 01 Set
kiém tra va xac . .z 01 B&/
nhan nghiém thu/ Bang ghi chép kiém fra/ Report 01 Set
SAT documents e ia . 02 B/
Bién ban nghiém thu/ acceptance minutes 02 Set
A ;Q
be cwong/ oQ
Protocol - =
H so thAm dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham oQ
dinh/ Report — <
Higu chuan/ Calibration
Huéng dan van hanh/ Operation instruction 01 8o/
- P 01 Set _
Khac Ban vé tong thé trang thiét bi, hinh cac 01 B&/ Kem gidy chitng
b6 phan, ban vé bo trif Drawing: general, i nhan vat liéu/
Others ’ o 01 Set . :
parts, equipment position Including Mill sheet
Ban vé lién guan dén dién, cac dung cu
do dac/ Electrical diagram, measuring tools
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9. KHAC (LU Y BAC BIET) (KHONG PHAI
GMP)
9.1. Thoi gian bao hanh (dam béo trach

nhiém sai sét)

Bén cung cép thiét bi phai dam bao thiét
bj @ap trng d cac théng sé ky thuat-chét

lvong ma Dwoc Hau Giang da dat hang.

Thiét bi phai dap (rng san xuét dwoc cac
san pham ma Duwoc Hau Giang da néu
trén. Tredng hop ma thiét bj khong dap
tng sén xuét cho 1 sdn phdm nao d6 ma
nguyén nhan thudc vé thiét b thi nha cung
cép phéi khac phuc va chiu chi phi v& vén
dé do.

Thoi gian bao hanh ti thiéu 12 thang tinh
tir ngay nghiém thu thiét bi.

9.2. Cung cép phu tiing dw phong

Nha cung cép phai cung cép ddy dd va kip
th&i cac phu tung dw phéng ma Dwoc Hau

Giang y&u cau.

9.3. Bao mat théng tin

Tét cd thong tin dwoc trinh bay va bi méat
kinh doanh clia ¢ca hai bén chi dwoc s
dung cho trvdng hop nay va khéng duoc
tiét 16 hosic dwa cho bén thir ba

Trwvong hop song phwong cé thanh qua
ttr ¥ twdng, phat minh trong qua trinh thiét
ké va st dung hé théng/ thiét bj trong hop
ddng mang lai. Néu cé dy dinh nép don
xin quyén s& hixu cdng nghiép, can théng
béo triede cho déi tac, cliing thao luan va
dwa ra quyét dinh.

Mau/ Form: P13/F09-BI
Lan ban hanh ctta mau: 20

Form's version

9. OTHERS (Majority attention) (not GMP)

9.1.

9.2

9.3

Warranty period (guarantee fault responsibility)

The equipment supplier must ensure that the
the
specifications and guality that DHG Pharma

equipment must be reached all
has ordered.

The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equipment, the supplier must fix it and bear

the cost of that problem.

Warranty duration: at least 12 months from

acceptance test.

Spare parts supply
Supplier must provide sufficient and timely
spare parts required by DHG Pharma.

Information security

All information presented and trade secrets of
both parties are only used in this case and not
disclosed or given to third parties

The bilateral case results from ideas, inventions
in the design and use of systems / equipment in
contracts. If one of both parties intend to apply
for industrial property rights, need to notify the
partner, discuss and make a decision
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10.TINH TRANG BAN HANH, SUA BOI 10. REVISION HISTORY
Muc Noi dung stra doi
Section Content

Lan ban hanh/ Version:1 , Ngay phé duyét/ Approved date: o A8 [O4 )U—C»L&—
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DHG PHARMA

Vi mgt cufic sdng khde dep hon

System/Equipment:

TABLET METAL DETECTOR

YEU CAU NGUO'l S DUNG
Hé théng/Thiét bi:

MAY DO KIM LOAI DANG VIEN

USER REQUIREMENTS SPECIFICATION

Form

e Mau: P13/F09-BI

e Lan ban hanh cGa mau: 20
Form's version

Sé/ No.:

ME/2025/01/URS/M314-14

Version

LAn ban hanh: 1

® Tén hé théng/thiét bi/System/equipment name: May do kim loai dang vién/ Tablet metal detector
® Ma sb hé thdng/thiét bi/System/equipment code: M314-14
® Model (Néu co/if any): N/A

® |y do ban hanh/Reason for issued:

A Lap moi

E Khi c6 thay dbi

New installation When changing
® Phong ban s dung/Department name: Xwéng 1/ Factory 1
Ho va tén Ky tén Ngay
Full name Signature Date
Nguroi thue Nguyén Tan Pat
hién (Nhan vién T4 thiét bj san xuat/ e 2k 8 [’}ﬁv 40 WS
Implemented by Staff of Production Equipment Group)

Nguwdi xem xét Nguyén Van Phi [ :
Reviewed by (Té trwdng T4 thiét bi san xuat/ 2 ',IJ aill 9802 2025
Team leader of Production Equipment Group) e

Nguwoi xem xét Lé Hiru Hanh ;
Reviewed by (Quén dbéc xwéng 1/ J/(M(/ AL /C,{/Jf,?f
Manager of Factory 1) : 7
Ngudi xem xét Tran Minh Luan '
Reviewed by (Trwdng Phong nghién ctru va phat trién/ % %[{z@. 2 / o) /2,(3'3.&“'
RD Manager) A
Nguwoi xem xét Tran My Thién o
Reviewed by (Phé Phong Co dién/ | f/ 7:7/} 9 p [o2 [202]
Deputy Head of ME)
Nguwoi phé Tran Binh Thuan
duyét (Trwdng Phong Quan Iy chét lwong/ uiall 20/62/ 2626
[k
Approved by QM dept. Manager)
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MUC LUC/ INDEX

18 [o o] o USRS [4]
PURPOSE
2. PHAMVICONG VIEC ......ceviiieiiiiscvee e eee e e seen s eattessseennas e [4]
SCOPE OF WORK
2.1, Ten hethdngthiét bl ... [4]
Name of the system/equipment
220 SOIWONG: oo [4]
Quantity
2.3 VIt IAD A8t ..o [4]

Installation location

2.4. Pham vi trach nhiém, nghta vu: Theo bang dw®i ..., [6]
Scope of responsibilities and obligations: Follow the table below

2.5.  Thoi han giao hang theo hgp déng (khéng phai GMP): .......oo.oo....... [7]
Delivery time according to the contract (not GMP)

2.6. Diéu kién bao gia va thanh toan (Theo yéu clu cia DHG) (Khéng phai GMP):
Conditions for quotation and payment (According to DHG's request) (not GMP)

............................................................................................ [7]
3. CAU TAO HE THONG! THIET Bl vuuveieeieeeeeeeeeeeeeeessiesessssensssosmsssaaes I8]
CONFIGURATION OF SYSTEMS
4. THONG SO SANPHAM VA CAC TIEU CHI «oooooeeeeeev e [9]
SPECIFICATION AND CRITERIA OF PRODUCT! PROCESS
5. YEU CAU VE HE THONGITHIET Bl ..coieeeeeeeeieeeeeeee s e eeennseesssae e [10]
REQUIREMENTS OF SYSTEM/EQUIPMENTS
8. YEU CAU CHUNG ..ottt eetea e e s es e aesee e eeseees e eenn e [10]
GENERAL REQUIREMENTS
6.1. Phu hop véi Luat, cac quidinh vatiéuchudn ... [10
Comply with Law, regulation and standard
6.2, HEthONG PhU IO SN GO .ovvvees e [10]
Specifications of the available utilities
6.3, YU CAUVE CO KNI ..o [10]
Mechanical requirements
B4, YRUCAUVE QI8N [11]
Electrical requirements
6.5. YEucAuve nGtnhan VAn hanh ... [11]
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6.6.

6.7

6.8.

B6.9.

6.10.

7. THAM DINH THIET B| VA NGHIEM THU

Operating button specifications

Yéu cAuvé he thdng khinén ...,

Pneumatic (Compressed air) system requirements

Yé&u cAu vé vé sinh, bao trl, shach®a ................

Requirements of cleaning, maintenance and repair

YEu cAu v PhuKIBN. .. ..o

Requirements of Calibration

Yau cAu v phu KIBN ...

Spare parts

Hudn luyén van hanh ...

Operator training

QUALIFICATION AND ACCEPTANCE TEST

7.1.

7.2.

7.3.

8. HO SO PE XUAT

MCPC a8 CAN LB ...

Necessary conditions

Pham vi trach nhiém, nghfavu: .........................

Responsihility, obligation

Didu kién nghidm thu ...

Acceptance conditions

DOCUMENTS

9. KHAC (Lwu y déic biét) (khéng phai GMP)

OTHERS {Majority attention) (not GMP)

9.1.

9.2.

9.3.

10. TINH TRANG BAN HANH, SUA BOI

Thoi gian bao hanh (dam bao trach nhiém sai sot)

Warranty period {(guarantee fault responsibility)

Cung cap phuy ting dw phong ..........oo.oovieeennn,

Spare parts supply

Bao matthéng tin ...

Information security

REVISION HISTORY

-------------------------------------------------

---------------

-----------------------

Mau/ Form: P13/F09-BI

Lan ban hanh clia mau: 20

Form's version

........................ [13]
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1. MUC biCH
Pau tw m&i may do kim loai dang vién méi
cho may dép vién hién hiru clia Xudng 1.
Nang cao ndng suat chat lwgng nham dap
(rng nhu cu chat lweng clia EU-GMP.
2. PHAM Vi CONG VIEC
Bao gébm nhung khéng gi¢i han trong céc
ndi dung sau:;
2.1, Tén thiét bi: May do kim loai dang vién
2.2, 86 lwgng: 01 may
2.3. Vi tri 1ap d&t: Cong ty ¢d phan Dwoc Hau
Giang — Chi nhanh Nha may dwoc pham
DHG tai Hau Giang (Xwdéng 1).
- Dia chi: L6 B2, B3 - KCN Tan Phd Thanh
— Giai doan 1, x4 Tan Pha Thanh, huyén
Chau Thanh A, tinh Hau Giang.
— Phong lap ddt: Phong 033 - Khu dap vién
- Thiét bj di d6ng (dw kién st dung
thiwdng xuyén & may dap vién T019008)
— Bén vé dinh kém bao gbm:
+ Bén vé téng thé

1.

Mau/ Form: P13/F09-BI
Lan ban hanh cta mau: 20

Form's version

PURPOSE

invest new tablet metal detector for the existing
tableting machine of factory 1.

. Upgrade the gquality to meet the quality demand of EU-

GMP.
SCOPE OF WORK

Should include but is not limited to the following :

2.1. Name of equipment : Tablet metal detector

2.2. Quantity: 61 machine

2.3. Installation location: DHG Joint Stock Company —

DHG Pharmaceutical factory branch in Hau Giang
{Factory 1).

— Address: Lot B2, B3 - Tan Phu Thanh Industrial
Park — phase 1, Tan Phu Thanh Commune, Chau
Thanh A District, Hau Giang Province.

- Installation; Room 033 - Area tableting - Movable
equipment (usually use in the tableting machine
TO19008)

~-  Attached drawing:

+  Overall layout

Hinh 1. Bén vé téng thé Chi nhanh nha may Dwoc phdm DHG
Figure 1. Overall layout of DHG Pharmaceutical plant branch
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+ Ban vé vi tri lp dat - xwdng 1:

Mau/ Form: P13/F09-Bi
LAn ban hanh ctia mau: 20

Form's version

+ Instaliation location - Factory 1 layout:

L 0 il S o e O TECR N BN i I B
¥ ; f .

[
DO S 2 o s A e W

e e i
[ ! ! l \ o
¢ X¥; L M B B T TR W mmgﬁ_m__,;_m_,}__ mii_ﬁl\im,_;wm_im;
& 6 0 0 b 6 O O Do ©
Hinh 2. Ban v& mat bang Xwdng 1
Figure 2. Factory 1 layout
+ Ban vé phong l&p dat thiét bj | + Installation room layout
| | 7 S 74 N YV T
3450mm c H
ks 5
il olevien | osevien | osevien | omwen | D veN
THET £ TARLET ?A‘E!LEET TABLEY
dopressas | coesesses | cowsmesses | cowsmesing | compRESeG
033 032 ey 030 029
- m;n ,€ . — : n—ul P
JoN NES
= HA e

Figure 3. Installation room layout

Hinh 3. Ban v& mat bang phong l&p dat
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~ Diéu kién méi trwerng phong: —  Room conditions:
+ Nhiét d6: 22 +2 °C + Temp:r22+2°C
+ Am d6: 35+ 5 %RH +  Humidity: 35 + 5 %RH
+ Cépsach: D + Cleanliness: grade D
2.4, Pham vi trach nhiém, nghia vu: Theo bang | 2.4. Scope of responsibilities and obligations: Follow the
dudi table below
Trach nhiém,
nghia vu
Phan loai NOi dung cong viéc Responsibilities and Ghi cha
Classification Content obligations Remark
béi tac DHG
Partner
Thiét ké&/ Design A H
Ché tao/ Fabrication A H
FAT [ H
Van chuyén/ Transportation A = Incoterm: DDP
Hé théng, Lép dat/ installation A =
thiét bi/ Didu chinh/ Adjustment v =
Systems, equipment P -
Tham dinh/ Qualification H A
SAT ) A
Huan luyén nhan vién/ Training for staff A |
Kiém tra trong qua trinh s&n xuat/ Check in
. E4 vl
the actual production
Cai tao hé théng, thiét bi phu tro dap trng
A . = v
Phu trgrf van hanh/ Renovating upstream utility
Utifity works Két ndi vai hé thong phu tro/ Connecting = %
utilities
Thay di kién triic/ Architecture works = H
Khac/ Others Vat liéu van hanh thi¥/ Preparing the Material for = v
FAT, Qualification, SAT (including preparing cost)
GUi nguyén liéu (bao gom chi phi geri)/ = =
Sending the material (including delivery cost)
Chi phi nhan s thwc hién FAT (vé may bay,
khach san,...) cho ... ngwdi / cost for FAT = B
executing {airplane ticket, hotel fee,...} of ... people
Di d&if pha d&/ thanh ly/... may hién hivu/
Relocating/ demoiition/ liquidation/... of an existing H =
machine
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2.5. Th&i han giao hang theo hop déng (khéng
ohai GMP):
5 thang ké tir khi xac nhan dat hang.
2.6. Piéu kién bao gia va thanh toan (Theo yéu
cau clia DHG) (Khéng phai GMP)
Péi v&i Nha cung cap nwéc ngoai cé it nhét 1
dai dién tai Viét Nam
Ban sao gidy chirng nhan dang ky kinh doanh,
gidy phép lién quan.
Bao cao tai chinh kiém toan/ndp cho co quan
thué cac ndm 2022. 2023, 2024.

Co liét ké cac dy an da thyre hién twong ty. Co
hop ddng, bién ban nghiém thu, ban giao dwa
vao st dung/bién ban thanh ly hop dbng.

2.6.1. Bang bao gia:
+ Phai ¢o tén cdng ty, chiv ky, dong déu.

+ Thé hién chi tiét cac dac tinh, thong sb
ky thuat thiét bi, cac wu diém ndi bat
thiét bi.

+ Thé hién nwdc san xuat, ndm san xuét.
Bao gia co6 thdi han tir 2 thang trd 1&n
ké tir ngay bao gia c6 hiéu lwc

+ Co ghi thdi gian bao hanh thiét bj, i
thiéu 12 thang ké tir ngay nghiém thu.

+ Bao gia bao gdm tat ca chi phi thuéc
pham vi nha thau thyc hién theo URS.

+ Bao gdbm tat ca chi phi c6 lién quan
Bao gia ghi rd da c6 hay chwa co bao
gom thué VAT.
2.6.2. Thanh toan
+ Wng treoc 20 % gia tri hop dong ngay
sau khi ky hop ddng va DHG nhéan du
hd so thanh toan..
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2.5. Delivery time according to the contract (not GMP)

5 months upon receipt of order

2.6. Conditions for quotation and payment (According
to DHG's request} (not GMP)

For foreign suppliers with at least 1 representative
in Vietnam

Copy of business registration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2022, 2023, 2024.

been
reports,
reports

List of similar that have
implemented. Contracts, acceptance
handover/contract  Tfiguidation
available.

2.6.1. Quotation:

proiects

are

+ Must represent company name, signature,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+ Show country, time of manufacture.
4+ Quotations are valid for 2 months or more
from the effective date of quotation.

+ Must have warranty duration, at least 12
months after acceptance.

+ The quotation includes all costs within the
scope of the contractor's performance under
URS.

+ Include all relevant cost.

+  Must notify including VAT or not.

2.6.2. Payment:

+ 20% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..

7



Cong ty Cé phan Dwoc Hau Giang

DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.
S&/ No.: ME/2025/01/URS/M314-14

Mau/ Form: P13/F09-B]
Lan ban hanh cta mau: 20

Form's version

+ 50% sau khi hoan thanh nghiém thu

SAT va DHG nhan du hd so thanh toan

+  30% con lai sau khi hoan tat nghiém thu

hop ddng va DHG nhan dwoc bao lanh
bao hanh.

+ Dbng tién thanh toan: Viét Nam Bang.
2.6.3 Bao lanh thanh toan
+ Bao lanh dw thau: 3% gia tri wée tinh

clia géi thau, c6 hiéu lyc tir ngay phat
hanh dén 30 ngay sau thoi diém dong
thau.

+ Bao lanh tam (ng: twong dwong gia tri

tam trng, ¢é hiéu lyc tlr ngay phat hanh
dén khi gia tri tam tng dwoc hoan tra
hoan toan.

+ Bao lanh thye hién hop ddng: Téi thiéu

10% gia trj hop ddng, co hiéu lyc tir
ngay phat hanh dén khi két thic cac
nghia vu hop ddng.

+ Bdo lanh bao hanh: Téi thidu 5% gia tri

hop ddng, c6 hiéu lwc tlr ngay nghiém
thu dwa vao st dung dén két thic thei
gian bao hanh,

+ 50% after completing SAT acceptance and
DHG receives  complete payment
documents.

+ remaining 30% after completing the contract
acceptance and DHG receives the warranty
guarantee.

+ Payment currency : Viet Nam Dongs.
2.6.3 Payment guarantee:

+ Bid security: 3% of the estimated value of
the bid package, valid from the date of issue
until 30 days after the bid closing date.

+ Advance payment guarantee: equivalent to
the value of the advance payment, valid from
the date of issue until the advance payment
is fully repaid.

+ Contract performance guarantee: Minimum
10% of the contract value, valid from the
date of issue until the end of the contractual
obligations.

+ Warranty guarantee: Minimum 5% of the
contract value, valid from the date of
acceptance and putting into use until the end
of the warranty period.

3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS

3. CAU TAO HE THONG/ THIET B|

STT Hé thong/ Thiét bj $6 lwong Ghi chu
Ordinal System/ Equipment Quantity Note
1 May do kim loai/ Metat detector 01
5 Ha do cao clia phiéu chira vién/ 01
Lower the height of the pellet hopper
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Khi nén

Compressed air

Elechic

cabinet H

.“
F

n]

3- May dap vién ‘u
Tablel pressing |
machine
131
il | o
. ) I ‘Hl 2700
f T == K \ [ May do kim loai
B [ | M ecto
'L May lau \l‘ | Metal detector
1\ vién \l\ e o
- Tablel = I -
W 7 le—|
l;:"uil“” | | 1100 dedusler g
Dust | 750 [ 7\I . T
collector I |
il II L&)_.‘:UU L H | 475
{J L 5] Ei LN v . T
™ Ha dé cao
Low height

Mau dé/Red: Pham vi cong viéc nha thau/ Manufacturer's scope of work  * Ghi chi; don vi do d daila mm

Mau xanh/Blue: Pham vi céng viéc cia DHG/ DHG's scope of work

4. THONG SO SAN PHAM VA CAC TIEU CHi

Hinh 3. So @b bé tri may
Figure 3. Layout drawing of machine arrangement

4.1 Théng sé san pham:

Danh muc sdn pham va cac théng sb lién

quan cho may dap vién:

Kich thwdc vién nhé nhat va Ion nhat

PROCESS

4.1 Product parameters:

Note: Measuring unit of length level is mm

4. SPECIFICATION AND CRITERIA OF PRODUCT/

Product list and the related parameters for tablet

machine;

Smallest and largest tablet size

Kich thuwéc vién Bé day vién | Trong lweng
STT Hinh dang Tablet Dimension Tablet vién
No vién (mm) Thickness Tablet Weight
" | Tabletshape Dai Rong Pwdng kinh (rrimi) (i)
Length Width Diameter 9
1 Caplet 7.93-19.72 | 3.96-9.08 2.90 - 8.49 93 — 1191
2 Oval 7.59-19 4.01-9.34 2.32-6.89 85 -762
3 |Round tablet 6.01 —14.05| 2.66-6.49 86 — 945
4 | Hexagonal [12.98 —13.03|14.90 - 14.95 6.03 — 6.37 808 — 841
5 Triangular | 7.43-7.47 3.75-4.65 167 — 207
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5. YEU CAU VE HE THONG / THIET B
~ Kich thuéc miéng hdm phi hop véi kich
thwée vién cla cac san pham trong danh
muc san phdm & muc 4.
— Na&ng suét do kim loai téi thidu déi v&i vién
caplet: 168.000 vién / gio.
— D6 nhay:
+ Hinh cdu @ 0.25 mm Fe
+ Hinh cau @ 0.30 mm Non-Fe
+ Hinh céu @ 0.40 mm thép khong ri
— Chiéu cao nap vién ctia may do kim loai
cho phép diéu chinh dé dang va phai
twong thich v&i chidu cao ra vién clia may
lau vién (thdng tin tham khao — chidu cao
ra vién clia may lau vién la 750 mm).
- Thoéng tin tham khao: Chiéu cao thing
chira vién & cubi day chuyén 475 mm,
~ Trang bj banh xe gitip hé trg di chuyén cla
may dwoc dé dang.
6. YEU CAU CHUNG
6.1. Phu hop voi luat, cac qui dinh va tiéu chudn
- Tiéu chudn GMP: Thiét bi phai dap tng
tieu chudn WHO-GMP, EU-GMP, GMP
Nhat Ban, PICs-GMP.
— Tiéu chuan dién: thiét bj phai dat tiéu
chuén IEC hoic ISO.
— 6 6n: khong vurgt qua 85 dB trong pham
vi 1 mét,
6.2. Hé théng phu tro sdn cé
— Ngudn dién:
+ 230VAC (+5%, -10%) - 1pha - 50Hz.
~ Khi nén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).
6.3. Y&u cau v& co khi
— Cac chi tiét tiép xuc véi truc tiép san
pham: 1am tr inox 304 hodc 316L; nhya

MAau/ Form: P13/F09-BI
|4n ban hanh cGa mau: 20

Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

- The size of the detector entrance mouth is
suitable for the tablet dimensions of the
products in the product list at the article 4.

~  Minimum capacity of metal detecting in case of
caplet shaped tablet : 168,000 tablets / hour.
- Sensitivity:
+ Sphere @ 0.25 mm Fe
+ Sphere @ 0.30 mm Non-Fe
+ Sphere & 0.40 mm Stainless steel

—~ The infet height of the tablet metal detector
must be adjustable and appropriate with
discharge chute of tablet deduster (reference
information ~ the height of discharge chute of
tablet deduster is 750 mm).

- Reference information: The height of the tablet
container at the end of the fine is 475 mm.

~ Equipped with wheels/casters to support the
movement of machine easily.

6. GENERAL REQUIREMENTS
6.1. Comply with Law, Regulation and Standard

- GMP standard: Equipment must satisfy the
such standards WHO-GMP, EU-GMP, Japan-
GMP, PIC/s-GMP.

- Electrical standard: Equipment must satisfy IEC
or 150.

- Noise: not more than 85dB within 1m distance.

6.2. Specifications of the available utilities
- Power supply:
+  230VAC (+ 5%, -10%) - 1 phase - 50Hz.

~ Compressed air: 0.60 MPa - 0.65 MPa (6 bar -
6.5 bar).

8.3. Mechanical requirements

~ The component direct contacts to the product:
made of SUS 304 or SUS 316L; applicable
Plastic & Resin for drug (or equivalent
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va keo dwoc phép ding trong dwoc phdm
(hodc twrong dwong), khéng dugce xay ra
phén (rng hoa hoc gdy anh huwdng chat
lwong san pham.

Nha thau can cung cAp bao cao tham dinh

vat ligéu (mill test).

6.4, Yéu ciu vé dién

Bao vé& qua dong: may phai dwoc trang bj
thiét bi bao vé qua dong.

Bao vé ro rf dién: Thiét bi can co day tiép
dat,

Nhiét 6 hién thi kiéu s6 nguyén.

Sau khi mat dién: may khong duogc ty
déng chay ma phai dwoc khéi ddng lai boi
nguw®i van hanh.

Khi ¢é s c& mat dién: cac dir liéu van
hanh dwoc lwu lai va co thé sk dung khi
c6 dién tré lai.

Ta dién yéu cAu cu thé tinh nang chéng
nwéc bui.

Nt dirng khan cap dwoc dat & vi tri thuén

tien d& dirng may ngay lap tirc.

6.5. Y&u ciu vé& nat nhan van hanh;

MAu/ Form: P13/FQ9-BlI
LAn ban hanh ca méu: 20

Form’s version
materials), must not have chemical reactions

that could affect the product guality.

The vendor needs to provide the report of
Material test certificate (Mill test certificate).

6.4. Electrical requirements

Qvercurrent protection: Machine needs to have

an overcurrent protection device.

Leakage protection; Machine needs to have
Earth wire.

Temperature is displayed in integer.

After power failure, Machine must not work

automatically. It must be manually started.

Whenever the power failure happends, the
operation data must be saved. It can be used

when power is back.

Electrical cabinet: Water, dust proof property is
required.

The emergency button should be intenticnally
placed to convenient stop the machine

immediately.

8.5. Operating button specifications:

Mau sac Ghi chu
Color Remark
Nt khéi dong/ Start button Xanh/ Green
Nut dirng/ Stop button B0/ Red
Nt dirng khan cAp/ Emergency 58/ Red Kiéu: xoay dé mé& khéa
button Type: Turn-reset
NUt reset/ Reset Vang/ Yellow
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Dén bao higu kiéu thap: trong trweng hep
thiét bj co lap d&t cot dén bao hiéu thi theo
yéu cdu cla bang dwéi day:

Mau/ Form: P13/F09-BI
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Signal tower lamp specifications: In case that
machine have Signal tower lamp, it should
comply with followings:

Mau séc Ghi chi
Color Remark
Dirng/ Stop Do/ Red
Bao déng/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green

6.6. Yéu cAu vé& hé théng khi nén

Thiét bj phai c6 bd chinh ap khi nén va loc
phu hop.

6.7. Yéu clu vé vé sinh, bao tr, sira chiva

Nha thdu can cung cap di liéu “dién tich
tiép xtc v&i san pham (cm?)” cho qua trinh
tham dinh vé sinh clia DHG.

X0 Iy bé mat cac chi tiét tiép xtc tre tiép
v&i san phdm: phai nhan bong dé& dé ve
sinh.

Vé bao che: Thiét bj s& dwoc I&p d4t trong

phong sach (c&p sach D) nén vé bao che
phai dwoe lam bang inox 304 (hodc véat
liéu twong dwong).

Khung may cé két cu cleng virng, it rung
ddng khi van hanh.

Hé truyén dong duoc thiét ké hoat dong
&n dinh va lién tuc.

Cac bd phan chuyén déng phai dwoc bao
che day di d& dam bao an toan va tranh
tap nhiém.

D& vé sinh: May duoc thiét ké dé vé sinh
& tat cad cac bé& mit, thiét ké sao cho dé&
dang kiém tra cac bé mat sau khi vé sinh.
D& thay di bo phan may: May phai duoc
thiét ké dé dé thay ddi cac bd phan may.

6.6. Pneumatic (Compressed air) system requirements

The machine must have an appropriate
regulator (to controf the pressure) and filter.

6.7. Requirements of cleaning, maintenance and repair

The vendor needs to provide the data of
“Surface area (cm?)” for DHG's Cleaning
validation business.

Surface finishing of the components in direct
contact with the product; It must be smooth for
easy cleaning.

Exterior coverage: the machine will be installed
in the clean room (Grade D) so its exterior
coverage should be made of SUS 304 (or
equivalent materials).

Machine frame would be steady structure with
tow vibration during the operation.

Driving system must be designed for stable and
continuous operation.

The moving parts need to be covered
adequately for safety and prevention of the
contamination.

Easy to clean: Machine must be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Y&u cAu vé phu kién
— Nha thdu can cung cap cac vat tw tiéu hao
trong vong 1 nam.
— Nha thau can cung cdp danh sach phu
kién cung v&i bao gia.
6.9. Huén luyén van hanh
Nha thAu phai t& chirc huén luyén cho
ngudi s dung ve trinh tw van hanh va vé
sinh may ciing nhw phwong phap théo 1&p
may va bao tri.
6.10. Yéu ciu vé nhan dinh dang

~ Céc thiét bj phai dwoc dat ma sb va dwoc
dan nhan nhan dang.
7. THAM BINH THIET B] VA NGHIEM THU
7.1. Mrc d6 can thiét
Tién hanh chon céac didu kién duwdi day

Mau/ Form: P13/F09-BI
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6.8. Spare parts

The vendor needs to provide the consumabie
spare parts for 1 year,

The vendor needs to attach the spare parts
checklist together with the quotation.

6.9. Operator training

The vendor needs to hold a training course for
the operation and cleaning sequency as well as
the assembly, dismantle and maintenance
instruction.

6.10. Requirements for identification labels

Devices must be coded and labeled with
identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below

Piéu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT = A
SAT A =
Tham dinh/ Qualification A =
CSV (Computerized System Validation) = A

7.2. Pham vi trach nhiém, nghia vu:

7.2. Responsibility, obligation

. i Trach nhiém, nghia vy L
Céng viéc Responsibility, obligation Ghi chul
Tasks r— Note
Doi tac/ Partner DHG
Thue hién tu kiém tra treeée khi .
£ » Thuwe hién/
2 xuat xwéng/ Check machine before
Tw kiém tra ) execute
Self.checking release the machine
Bao cao tu kiém tra trede khi
xuat xwéng/ Report
Pé cuong/ Protocol q
FAT Thwe hién/ Execute
Bang ghi chép két qua/ Report
Kiém tra Bang dé& cwong/ Protacol Soan thao/ Phé duygt
xac nhan e , prepare pprove
higm th Thire hién (Lam the te)/ Thwce hién/ Nhan chirng/
nghiem tu Execute execute witness
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o (a Trach nhiém, nghia vy L
Cong viec Responsibility, obligation Ghi chu
Tasks - Note
Doi tac/ Partner DHG
SAT Béo cdo/ Report Soan thao/ Phé duyét/
prepare approve
Bang dé cwong / Soan thao/
Prolocol prepare
DQ Thue hidn/ Execute Thel‘igcgsnl
Bao cao/ Report Phé duyét/
approve
Bang d& cuong/ Soan thao/
Protocol prepare
1Q Thue hién (Lam Thyre hién/
thuwe t€)/ Execute execute
Bao caol Report Phe duyet/
approve
Bang dé cwong/ Soan thao/
. Protocol prepare
Tham dinh | Thie hién (Lam Thuc hir/
ualication thuc t8)/ Execute execute
Bao caof Report Phé duyét/
approve
. Biéu mau/Form
Hiéu Thurc hign (Lam
chuan thire t8)/ Execute
Calibration :
Bao caof Report
Bang dé cwong / Soan thao/
Protocol prepare
PQ Thye hién (Lam Thee hién/
thire t8)/ Execute exectite
Bac caof Report FPheé duyét/
approve

7.3. Pidu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

7.3.4,

V& hd so: Nha san xuét ban giao day du
hd so theo dé xuét clia cong ty.

V& thiét bi: Ban giao day dd thiét bj kém
theo, dd nghé va phu tung thay thé dy
phong.

V& van hanh: Thiét bj hoat ddng chinh
xéac, 6n dinh (loai bé dwoc chinh xac mau
chira kim loai).

V& san pham thye hién OQ va SAT: Nha
cung cép cung cAp mau thir két hop voi
san phdm dé thuc hién

7.3. Acceptance conditions

7.3.1.

7.3.2.

7.3.3.

7.3.4.

Document: Supplier submit all document which
DHG proposed.

Device: Handover all accessory, tools, spare
parts.

Operation: The machine must be reliable {(exactly
reject the sample that contaminates the metal).

Equipment runs on products below for OQ and
SAT: Supplier provides test samples combined
with products for implementation
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8. HO SO BE XUAT

Mau/ Form: P13/F09-BI
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8. DOCUMENTS

Provide documents below:

Hay cung cap cac hé so dwoc néu bén dudi:

Céng viéc HO so S6 lwong Ghi cha
Process Document Quantity Note
H& so théng sé ki thuét/ Documents and 01 B/
s drawings 01 Set
Hé so -
Lo L , 01 B&/
bao gia Bao gia/ Quotations
4 01 Set
Quotation X
Hop déng/ Contract 04 Bo/
' 04 Set -
Bang thdng sé ché tao/ Specification 01 Bo/ Deh)fag nl’l??
H& so xac nhan | documents and drawings 01 Set (phé duyét)
thidt ké/ _ . _ _ ; _ For confirmed purpose
Desi FS (Pac diem ky thuat chirc nang) cho
esign
csv
FS (Function Specification) for CSV
Hﬁ 80 Bé cwong va ké hoach/ Protocol
thiet k&/
pQ Bao cao/ Report
) ] ) Bao gom cac chirng
Twkiémtra/ | Bo céo nha san xuat ty kiém tra trude 01 B/ nhan kiém tra cac bd
Self-checking khi xuat xwdng/ Report 01 Set phan chinh/ Including
main parts certificates
H& so FAT/ Pé cuwong/ Protacol
FAT documents | ph 0 ghi chép/ Report
A .3 01 B&/
HB so be cwong kiem tra/ Protocol 01 Set
kiém tra va xac X Lz 01 B&/
nhan nghism thu/ Bang ghi chép kiém tra/ Report 01 Set
SAT documents cr L a " , 02 Bo/
Bién ban nghiém thu/ acceptance minutes 02 Set
Ry 1Q
E)e cuong/ 0aQ
rotocol - -
Hb so tham dinh/ Hiéu chuan/ Calibration
Qualification \ 1Q
documents Bao cac tham oQ
dinh/ Report — -
Hi&u chuan/ Calibration
Hwéng dan van hanh/ Operation instruction 01 B¢/
. i 01 Set '
Khac B?n w:a téng théitre}ng'thiét b; hinh cac 01 B&/ Kéi“l‘l gi?y _cihL'vng
bd phan, ban vé bo tri/ Drawing: general, nhan vat lidu/
Others ! " 01 Set . :
parts, equipment position including Mill sheet
Ban vé lién quan dén dién, cac dung cu
do dac/ Electrical diagram, measuring tools

16117




Caéng ty Cb phan Duoc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO DBIEN/ ME DEPT.

S&/ No.: ME/2025/01/URS/M314-14
9. KHAC (LU Y BDAC BIET) (KHONG PHAI
GMP)
9.1. Théi gian bdo hanh (ddm bao trach
nhiém sai sét)
-~ Bén cung cap thiét bj phai dam bao thiét
bi dap trng du cac thdng sb ky thuat-chat

lwvong ma Dwge Hau Giang da dat hang.

— Thiét bi phai dap (rng san xuat dwoc cac
san phdm ma Dwoc Hau Giang da néu
trén. Trirdng hop ma thiét bi khéng dap
trng san xuét cho 1 san pham nao dé ma
nguyén nhan thudc vé thiét bj thi nha cung
cép phai khdc phuc va chiu chi phi vé van
gé do.

~ Thei gian bdo hanh t6i thidu 12 thang tinh
tr ngay nghiém thu thiét bj.

9.2. Cung cp phu tung dv phong

- Nha cung cép phai cung cip day da va kip
thei cac phu ting dy phong ma Dwoc Hau
Giang yéu cau.

9.3. Bao mét thong tin

— Tét cé théng tin dwoc trinh bay va bi méat
kinh doanh cla ca hai bén chi dwoc st
dung cho trwdng hgp nay va khéng duoc
tiét 16 hodc dwa cho bén th ba

— Trwéng hep song phwong ¢é thanh qua
tlr y trdng, phat minh trong qué trinh thiét
ké va s dung hé théng/ thiét bj trong hop
ddng mang lai. Néu cé dw dinh ndp don
xin quyén sé& hitu céng nghiép, can théng
béo trwdc cho déi tac, cling thao luan va
dwa ra quyét dinh.

Mau/ Form: P13/F09-BI
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9. OTHERS (Majority attention) (not GMP)

9.1. Wamanty period (guarantee fault responsibility)

- The equipment supplier must ensure that the
equipment must be reached all the
specifications and quality that DHG Pharma
has ordered.

- The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equipment, the supplier must fix it and bear

the cost of that problem.

—~  Warranty duration; at least 12 months from

acceptance test.

9.2. Spare parts supply
~ Supplier must provide sufficient and timely
spare parts required by DHG Pharma.

9.3. Information security

- All information presented and trade secrets of
both parties are only used in this case and not

disclosed or given to third parties

- The bilateral case results from ideas, inventions
in the design and use of systems / equipment in
contracts. If one of both parties intend to apply
for industrial property rights, need to notify the
partner, discuss and make a decision
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DHG PHARMA

Vi mgt cufc sdng khde dep han

System/Equipment:

YEU CAU NGUOl SU DUNG
Hé thong/Thiét bi:
MAY DO KIM LOAI DANG VIEN
USER REQUIREMENTS SPECIFICATION

TABLET METAL DETECTOR

Form

e Mau: P13/F09-BI

e Lan ban hanh ciia mau: 20
Form's version

Sé / No.:

ME/2025/01/URS/M314-15

Version

LAn ban hanh: 1

® Tén hé thdng/thiét bi/System/equipment name: May do kim loai dang vién/ Tablet metal detector
® M3 sb hé théng/thiét bi/System/equipment code: M314-15
® Model (Néu co/if any): N/A

® |y do ban hanh/Reason for issued:

2 Lap moi

New installation

H Khi c6 thay dbi
When changing

® Phong ban s dung/Department name: Xwéng 1/ Factory 1

Ho va tén Ky tén Ngay
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Nguoi thuwe Nguyén Tan Dat \
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2. PHAM VICONG VIEC ...t eeeeneeeneesaeeseenmens e eeeseensnenns [4]
SCOPE OF WORK

21, Ten h@ thdngMhiét bi: ......... ..o [4]
Name of the system/equipment

2.2 SOIWONG: oo [4]
Quantity

2.3, VIt IBp A8t oo [4]
Installation location

2.4,  Pham vitrach nhiém, nghia vy: Theo bang dwoi ... [6]
Scope of responsibilities and obligations: Follow the table below

2.5.  Thoi han giao hang theo hgp ddng (khéng phdi GMP): .................. [7]
Delivery time according to the contract (not GMP)

2.6. Diéu kién bao gia va thanh toan (Theo yéu ciu cila DHG) (Khéng phai GMP):
Conditions for quotation and payment (According to DHG's request) (not GMP)
............................................................................................ {7]
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CONFIGURATION OF SYSTEMS

4. THONG SO SAN PHAM VA CAC TIEU CHI ooooeoee e v v [9]
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS

5. YEU CAU VE HE THONGITHIET B eveveeeiieeeeeeieee e eereeeeeeeeeeeeeareseennns [10]
REQUIREMENTS OF SYSTEM/EQUIPMENTS

6. YEU CAU CHUNG ..ot e eeeeeteeeeseavaasaaase s oneeeeaseeemen [10]
GENERAL REQUIREMENTS

6.1. PhU hop v&i Luat, cac quidinhvatiéuchudn ...........oocoooiviiiii .. [10
Comply with Law, regulation and standard

6.2. HEthONG PhUtre SBN CO ..ot [10]
Specifications of the available utilities

6.3, YEUGAUVE COKNI ... [10]
Mechanical requirements
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Electrical requirements

6.5. Y8ucAu vé nltnhan VAN hanh ... [11]
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6.7.

6.8.

6.9.

6.10.

7. THAM DINH THIET Bj VA NGHIEM THU

Operating button specifications

Yéu cAu v ha thdng Khinén ......cc.oooeviveeeneenl

Pneumatic (Compressed air) system reguirements

Yéu cau vé vé sinh, bao tri, srachra ................

Requirements of cleaning, maintenance and repair

Ye&u cAu v& phu KIiBN.... ...oooiieii i

Requirements of Calibration

YEu cAu Ve PhU KIBN oo

Spare parts

Huan luydn van hanh ...

Operator training

QUALIFICATION AND ACCEPTANCE TEST

7.1.

7.2.

7.3.

8. HO SO BE XUAT

MErc d0 CANhiGt ... e

Necessary conditions

Pham vi trach nhiém, nghiavu: ....................
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Diéu kién nghiémthu ..o,

Acceptance conditions

DOCUMENTS

9. KHAC (Lwu ¥ dic biét) (khéng phai GMP)

OTHERS (Majority attention} (not GMP)

8.1.

9.2.

9.3.
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Cung cap phuting dw phong ...ooovevieiine,

Spare parts supply
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1. MUC bICH 1. PURPOSE
Pau tv m&i may do kim loai dang vién maoi Invest new tablet metal detector for the existing
cho méay déap vién hién hiru clia Xwéng 1. tableting machine of factory 1.
Nang cao nang suat chét lwong nham dap Upgrade the quality to meet the quality demand of EU-
t(rng nhu cdu chéat lwong clia EU-GMP. GMP.
2. PHAM VI CONG VIEC 2. SCOPE OF WORK
Bao gdm nhwng khéng gi&i han trong cac Should include but is not limited to the following :
néi dung sau:
2.1. Tén thiét bi: May do kim loai dang vién 2.1. Name of equipment : Tablet metal detector
2.2. S6 lwong: 01 may 2.2. Quantity: 01 machine
2.3. Vi trl l8p dat: Cong ty ¢ phan Dwoc Hau | 2.3. Installation location: DHG Joint Stock Company —
Giang — Chi nhanh Nha may duoc phém DHG Pharmaceutical factory branch in Hau Giang
DHG tai Hau Giang (Xwéng 1). (Factory 1)
— Diachi: L6 B2, B3 - KCN Tan Phu Thanh — Address: Lot B2, B3 - Tan Phu Thanh Industrial
— Giai doan 1, xa Tan Pha Thanh, huyén Park - phase 1, Tan Phu Thanh Commune, Chau

o N . n . Thanh A District, Hau Giang Province.
Chéu Thanh A, tinh Hau Giang. g

— Phéng l&p dat: Phong 041 - Khu dap vién - Installation: Room 041 - Area tableting - Movable
- Thiét bi di déng (dw kidn sl dung equipment (usually use in the tableting machine
e ’ T019010
thuwdng xuyén & may dap vien T019010) )
~ Ban vé dinh kém bao gbm: - Aftached drawing:
+ Ban vé tdng thé +  Overall layout

oy A= 1]

Hinh 1. Ban vé& tdng thé Chi nhanh nha may Dwoc phdm DHG
Figure 1. Overall tayout of DHG Pharmaceutical plant branch
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+ Ban vé vi tri 1&p dat - xwéng 1 Installation location - Factory 1 layout:

; i | H H i } H
%j : g7 *
: *
s - I
v 4

| -

OO ®
e L m...;.i_ﬂ'm L P -
|

e

Tk

TALLH Y

, ik : 'i ol BEhEETLE 1';,- ; il L ]
,.m,%mz m_r_m_.g_m_f_m wammﬁm_fnwﬂ_narnm_ﬁwmw
O © O © @@‘ ® 0 0 € © © ©
Hinh 2. Ban v& mat bang Xwédng 1

Figure 2. Factory 1 layout

=

+ B&an vé phong 18p dat thiét bi | +  Installation room layout
= i HL
m_m = = e ﬂm,'m’g —
CHAY COI SACH DAP VIEN
7 CLEAN PUNCHA DIE TABLET
¢ . 045 : COMPRESSING
041
S - ;7 N a0a0 3}
mm
o b : Laeriiind pRPVien 2
May ddp vidn TABLEY
Tablet pressing } PRODLCTS SI0RAGE COMPRESSING
fmachine o i
Y s I\ /l /Ej\ g
i DAPVIEN
7 ; BROPHM | BT ;
FILM COATING COMPRESSRG
a 3 047 ' 043
| v

Hinh 3. Ban v& mat bang phong l&p dat
Figure 3. Installation room layout
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PHONG CO DIEN/ ME DEPT. Form'’s version

Sé/ No.: ME/2025/01/URS/M314-15

~  Diéu kién méi treng phong: ~ Room conditions:
+ Nhiét d: 22 +5°C + Temp:22+50C
+ Amdd: 50 + 15 %RH +  Humidity: 50 + 15 %RH
+ Cép sach: D + Cleanliness: grade D
2.4, Pham vi trach nhiém, nghta vu: Theo béng 2.4. Scope of responsibilities and obligations: Foliow the
dudi table betow
Trach nhiém,
nghia vy
Phan loai Noéi dung cong viéc Responsibilities and Ghi chi
Classification Content obligations Remark
boi tac DHG
Partner
Thiét k&/ Design i B
Ché taof Fabrication A £
FAT H H
Van chuyén/ Transportation Uy H Incoterm: DDP
Hé théng, Lép dat/ Instaliation A =
thiét bi/ Diéu chinh/ Adjustment A H
Systems, equipment -
Tham dinh/ Qualification 5 %)
SAT A 1%}
Huan luyén nhan vién/ Training for staff A H
Kiém tra trong qua trinh san xuat Check in
. B vl
the actual production
Cai tao hé thong, thiét bi phu tro' dap trng 5 -
Phu tro/ van hanh/ Renovating upstream utility
Utility works Két noi véi hé thdng phu tro/ Connecting = A
utilities
Thay ddi kién triic/ Architecture works E B
Khac/ Others Vat liéu van hanh thlr/ Preparing the Material for = o1
FAT, Qualification, SAT (including preparing cost)
Gt nguyén liéu (bao gom chi phi guri) = =
Sending the material (including delivery cost)
Chi phi nhan sy thirc hién FAT (vé may bay,
khach san,...) cho ... nguwdi / cost for FAT = =
executing (airplane ticket, hotel fee,...) of ... people
Di doi/ pha d&/ thanh Iy/... may hién hiru/
Relocating/ demolition/ liquidation/... of an existing H =
machine
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Céng ty Cd phan Dwoc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO PIEN/ ME DEPT.

Sé/ No.: ME/2025/01/URS/M314-15

2.5. Thevi han giao hang theo hop ddng (khéng
phai GMP):
5 thang ké tlr khi xac nhan dat hang.
2.6. Pidu kién bao gia va thanh toan (Theo yéu
cau cGia DHG) (Khéng phai GMP)
Péi voi Nha cung cap nwdc ngoai ¢o it nhat 1
dai dién tai Viét Nam
Ban sao gidy chirng nhan ding ky kinh doanh,
giay phép lién quan.
Bao cdo tai chinh kiém toan/mdp cho co quan
thué cac nadm 2022, 2023, 2024,

Ca liét ké cac dy an da thye hién twong tw. Co
hop ddng, bién ban nghiém thu, ban giao dwa
vao st dung/bién ban thanh Iy hop déng.

2.6.1. Bang bao gia:
+ Phai co tén cong ty, chiv ky, déng dau.

+ Thé hién chi tiét cac dc tinh, théng sb
ky thuat thiét bi, cac wu diém ndi bat
thiét bj.

+ Thé hién nwéc san xuat, ndm san xuat.

+ Bao gia co thi han tlr 2 thang tré 1én
ké tir ngay bao gia cé hiéu lyc

+ Cob ghi thoi gian bao hanh thiét bj, toi
thiéu 12 thang ké tr ngay nghiém thu.

+ Bao gia bao gdm tat ca chi phi thudc
pham vi nha thau thirc hién theo URS.

+ Bao gbm tat ca chi phi co lién quan
+ Bé&o giéd ghi ro da co hay chwa ¢d bao
gbm thué VAT.
2.6.2. Thanh toan
+ ng trude 20 % gia tri hop déng ngay
sau khi ky hop déng va DHG nhan dd
hd so thanh toan..

Mau/ Form: P13/F09-BI
LAn ban hanh clia mau: 20

Form's version

2.5, Delivery time according to the contract (not GMP)

5 months upon receipt of order

2.8. Conditions for quotation and payment (According
to DHG's request) (not GMP)

F-or foreign suppliers with at least 1 representative
in Vietnam

Copy of business registration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2022, 2023, 2024.

List of similar projects that have been
implemented. Contracts, acceptance reports,
handover/contract  kquidation reports  are
available.

2.68.1. Quotation:

+ Must represent company name, signature,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+  Show country, time of manufacture.
+  Quotations are valid for 2 months or more
from the effective date of quotation.

+ Must have warranty duration, at least 12
months after acceptance.

+ The quotation includes all costs within the
scope of the contractor's performance under
URS.

+ Include all relevant cost,

+  Must notify including VAT or not.

286.2. Payment:

+ 20% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..
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Cang ty C& phan Duoc Hau Giang

DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.
S6/ No.: ME/2025/01/URS/M314-15

+ 50% sau khi hoan thanh nghiém thu

SAT va DHG nhan di hd so thanh toan

+ 30% con lai sau khi hoan tat nghiém thu

hop déng va DHG nhan dwoc bao lanh
bao hanh.

+ Dbng tién thanh toan: Viét Nam Dang.
2.6.3 Baéo lanh thanh toan
+ Béo lanh dw thdu; 3% gia tri wéce tinh

clia g6i thau, cb hiéu lirc tir ngay phat
hanh dén 30 ngay sau thdi didm dong
thau.

Bao lanh tam (ng: twvong dwong gia tri
tam (rng, ¢6 hiéu e tlr ngay phat hanh
dén khi gia tri tam (ng dwoc hoan tra
hoan toan.

Bdo lanh thuc hién hop ddng: Téi thidu
10% gia tri hop ddng, cé hiéu lwc tiy
ngay phat hanh dén khi két thac cac
nghia vu hop déng.

Bao lanh béo hanh: Téi thidu 5% gié tri
hop ddng, cé hiéu lyc ttr ngay nghiém
thu dwa vao s dung dén két thic thoi
gian bao hanh.

3. CAU TAO HE THONG/ THIET Bl

MAu/ Form: P13/F09-BI
LAn ban hanh cGa mau: 20

Form's version

+ 50% after compieting SAT acceptance and
DHG receives  complete  payment
documents

+ remaining 30% after completing the contract
acceptance and DHG receives the warranty
quarantee..

+ Payment currency ; Viet Nam Dongs.
2.6.3 Payment guarantee:

+ Bid security: 3% of the estimated value of
the bid package, valid from the date of issue
until 30 days after the bid closing date.

+ Advance payment guarantee: equivalent to
the value of the advance payment, valid from
the date of issue until the advance payment
is fully repaid.

+ Contract performance guarantee: Minimum
10% of the contract value, valid from the
date of issue until the end of the contractual
obligations.

+ Warranty guarantee: Minimum 5% of the
contract value, valid from the date of
acceptance and putting into use until the end
of the warranty period.

3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS

STT Hé thdng/ Thiét bj $6 lwong Ghi cha
Ordinal System/! Equipment Quantity Note
1 Méay do kim loai/ Metal detector 01
5 Ha dé cao clia phiéu chiva vién/ 01
Lower the height of the pellet hopper
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Mau do/Red: Pham vi cdng viéc nha thau/ Manufacturer's scope of work  * Ghi chii: don vi do dé dai la mm

Mau xanh/Blue: Pham vi céng viéc ctia DHG/ DHG's scope of work

4. THONG SO SAN PHAM VA CAC TIEU CHi

Hinh 3. So dd bé tri may
Figure 3. Layout drawing of machine arrangement

4.1 Théng sb san pham:

Danh muc san pham va céc théng sb lién

quan cho may dap vién:

Kich thuwdc vién nhd nhat va Ién nhat

PROCESS

4.1 Product parameters:

Note: Measuring unit of length level is mm

4. SPECIFICATION AND CRITERIA OF PRODUCT/

Product list and the related parameters for tablet

machine:

Smallest and largest tablet size

Kich thwéc vién Bé day vién | Trong lveng
Hinh dang Tablet Dimension Tablet vién
STT ok . )
No. Vién (mm) Thickness Tablet Weight
Tablet shape Dai Réng Pwérng kinh (mm) (mg)
Length Width Diameter 9
1 Caplet 7.93-19.72 | 3.96-9.08 2.90 - 8.49 93 - 1191
2 Oval 7.59-19 4.01-9.34 2.32-6.89 85 - 762
3 | Round tablet 6.01-14.05| 2.66-6.49 86 — 945
4 | Hexagonal [12.98 -13.03|14.90 —14.95 6.03 - 6.37 808 — 841
5 Triangular | 7.43 -7.47 3.75-4.65 167 — 207
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Cdng ty Cb phan Duoc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO' DIEN/ ME DEPT.

S48/ No.: ME/2025/01/URS/M314-15

5. YEU CAU VE HE THONG / THIET B
— Kich thwée miéng hdm phi hop véi kich
thude vién cla cac san phdm trong danh
muc san phdm & muc 4.
~ Nang suét do kim loai téi thidu déi v&i vien
caplet: 168.000 vién / gid.
-~ B nhay:
+ Hinh cdu @ 0.25 mm Fe
+ Hinh cau @ 0.30 mm Non-Fe
+ Hinh cau @ 0.40 mm thép khéng i
— Chidu cao nap vién clia may do kim loai
cho phép diéu chinh d& dang va phai
twong thich véi chiéu cao ra vién clia may
lau vién (thong tin tham khao — chidu cao
ra vién cia may lau vién 1a 750 mm).
~ Thoéng tin tham kh&o: Chidu cac thing
chlra vién & cudi day chuyén 475 mm,
~ Trang bj banh xe gitip hd tro di chuyén cla
may duwgc dé dang.
6. YEU CAU CHUNG
6.1. Pht hop véi luat, cac qui dinh va tiéu chudn
— Tiéu chudn GMP: Thiét bi phai dap tng
tiéu chudn WHO-GMP, EU-GMP, GMP
Nhat Ban, PICs-GMP.
— Tiéu chuén dién: thiét bj phai dat tiéu
chuén IEC hosc IS0,
~ D6 6n: khéng vurot qua 85 dB trong pham
vi 1 mét.
6.2. H& théng phu tro sdn co
~ Ngudn dién:
+ 230VAC (+5%, -10%) - 1pha - 50Hz.
- Khi nén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).
6.3. Yéu cdu vé co khi
~ Cac chi tiét tiép xUc v6i trec tidp san
pham: [am t&r inox 304 hodic 316L; nhua

MAu/ Form: P13/F09-B|
L&n ban hanh ctia mau: 20
Form’s version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

- The size of the detector entrance mouth is
suitable for the tablet dimensions of the
products in the product list at the article 4.

- Minimum capacity of metal detecting in case of
caplet shaped tablet : 168,000 tablets / hour.
- Sensitivity:
+ Sphere @ 0.25 mm Fe
+ Sphere @ 0.30 mm Non-Fe
+ Sphere @ 0.40 mm Stainless steel

- The inlet height of the tablet metal detector
must be adjustable and appropriate with
discharge chute of tablet deduster (reference
information - the height of discharge chute of
tablet deduster is 750 mm).

- Reference information: The height of the tablet
container at the end of the line is 475 mm.

- Equipped with wheels/casters to support the
movement of machine easily,

6. GENERAL REQUIREMENTS
6.1. Comply with Law, Regulation and Standard

~ GMP standard: Equipment must satisfy the
such standards WHO-GMP, EU-GMP, Japan-
GMP, PIC/s-GMP.

- Electrical standard: Equipment must satisfy IEC
or 150.

— Noise: not more than 85dB within 1m distance,

8.2. Specifications of the available utilities
- Power supply:
+  230VAC (+ 5%, -10%) - 1 phase - 50Hz.

- Compressed air. 0.60 MPa - 0.65 MPa (6 bar -
6.5 bar).
6.3. Mechanical requirements
— The component direct contacts to the product:
made of SUS 304 or SUS 316L; applicable
Plastic 8 Resin for

drug (or equivalent

10/17




Céng ty Cé phan Duoc Hau Giang

DHG Pharmaceutical Joint-stock company

PHONG CO BIEN/ ME DEPT.
S6/ No.; ME/2025/01/URS/M314-15

6.4, Yéu cAu ve dién

6.5. Yéu cAu vé ndt nhan van hanh:

va keo dwgc phép ding trong dwgc pham
(hodc twong dwong), khéng dwoc xay ra
phan ng hoa hoc gay anh hwdng chét
lwgng san pham.

Nha thau can cung cp bao céo thdm dinh -

vat liéu (mill test).

Béo vé qua dong: may phai dwec trang bj -
thiét bj bao vé qua dang.
Bao vé 1o ri dién: Thiét bj can cé day tiép -
dat.
Nhiét g6 hién thi kidu s6 nguyén. -
Sau khi mat dién: may khéng dwoc tw -
ddng chay ma phai dwgc khéi ddng lai béi
ngwdi van hanh.

Khi cé sy cb mét dién: cac d liéu van -
hanh dwoc lwu lai va c6 thé st dung khi
c6 dién tré lai.

TG dién yéu ciu cu thé tinh néng chéng -
nwéce bui.
NGt dirng khan cép dwoc dat & vi tri thuan -
tién dé dirzng may ngay lap tiec.

Mau/ Form: P13/F09-BlI
LAn ban hanh clia mau: 20

Form’s version

materials), must not have chemical reactions
that could affect the product quality.

The vendor needs to provide the report of
Material test certificate (Mill test certificats).

8.4. Electrical requirements

Overcurrent protection: Machine needs to have

an overcurrent protection device.

Leakage protection: Machine needs to have
Earth wire.

Temperature is dispiayed in integer.

After power failure, Machine must not work

automatically. 1t must be manually started.

Whenever the power failure happends, the
operation data must be saved. It can be used

when power is back.

Electrical cabinet: Water, dust proof property is
required.

The emergency button should be intentionally
placed to convenient stop the machine
immediately.

8.5. Operating button specifications:

Mau sac Ghi chi
Color Remark
Nt kh@i ddng/ Start button Xanh/ Green
Nt dirng/ Stop button Po/ Red
NGt dirng khan cap/ Emergency B8/ Red Kiéu: xoay dé m& khoa
button Type: Turn-reset
NUt reset/ Reset Vang/ Yellow
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beén bao hiéu kiéu thap: trong trwdng hop
thiét bj c6 1ap dat cot den bao hiéu thl theo
y&u cau clia bang dwéi day;

MAau/ Form: P13/F09-BI
LAn ban hanh cta mau: 20

Forrm’s version

Signal tower lamp specifications: In case that
machine have Signal tower lamp, it should
comply with followings:

Mau séac Ghi chy
Color Remark
Dirng/ Stop Dé/ Red
Bao déng/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green

6.6. Y&u clu vé hé thdng khi nén

Thiét bj phai c6 béd chinh ap khi nén va loc
phi hop.

6.7. Yéu céu v& va sinh, bao tri, stva chiva

Nha thAu can cung cap dtr liéu “dién tich
tiép x0c v&i san phdm (cm?2)” cho qua trinh
thdm djnh vé sinh ctia DHG.

X Iy b& mat cac chi tiét tiép xuc trwe tiép
v&i san pham: phai nhin bong dé d& vé
sinh.

V& bao che: Thiét bi sé dwoc [Ap dat trong

phdng sach (cép sach D) nén vd bao che
phai dwoc l1am béng inox 304 (hodc vat
liéu tirong duong).

Khung may co két chu cleng viing, it rung
déng khi van hanh.

Hé truyén déng dwec thiét k& hoat déng
4n dinh va lién tyc.

Céc b phén chuyén ddng phai dwoc bao
che ddy di d& dam bao an toan va tranh
tap nhiém.

Dé& vé sinh: May dwoc thiét ké dé vé sinh
& tht ca cac bé mat, thibt k& sao cho dé
dang kiém tra cac b& mat sau khi vé sinh.
D& thay d@di bo phan may: May phai dwoc
thiét ké dé dé thay ddi cac bo phan may.

6.6. Pneumatic (Compressed air) system requirements

The machine must have an appropriate
regulator (to control the pressure) and filter.

6.7. Requirements of cleaning, maintenance and repair

The vendor needs to provide the data of
“Surface area (cm?)" for DHG's Cleaning
validation business.

Surface finishing of the components in direct
contact with the product: It must be smooth for
easy cleaning.

Exterior coverage: the machine will be installed
in the clean room (Grade D) so its exterior
coverage should be made of SUS 304 (or
equivalent materials),

Machine frame would be steady structure with
low vibration during the operation.

Driving system must be designed for stable and
continuous operation.

The moving parts need to be covered
adequately for safety and prevention of the
contamination.

Easy to clean: Machine must be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Yéu cau vé phu kién 6.8. Spare parts
— Nhathiu cAn cung Gép cac vat tw tidu hao —~ The vendor needs to provide the consumable

trong vong 1 nam. spare parts for 1 year.

— Nha thau can cung cép danh sach phu — The vendor needs fo attach the spare parts
kién cling vé&i bao gia. checklist together with the quotation.
6.9. Huén luyén van hanh 6.9. Operator training
— Nha thdu phai t6 chic huan luyén cho — The vendor needs to hold a training course for
ngui st dung vd trinh tw van hanh va vé the operation and cleaning sequency as well as
. f . .z the assembly, dismantle and maintenance
sinh may clng nhu phwong phap thao lap

L. instruction.
may va bao tri.
6.10. Yéu cau vé nhan dinh dang 8.10. Requirements for identification labels
— Céc thiét bi phai dwoc dat ma sb va dwgc ~ Devices must be coded and labeled with
identification.

dan nhan nhan dang.
7. THAM DINH THIET B] VA NGHIEM THU | 7. QUALIFICATION AND ACCEPTANCE TEST

7.1. Mtrc d6 can thiét 7.1. Necessary conditions
Tién hanh chon cac didu kién dwdi day Choosing conditions below
bidu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT H A
SAT =
Tham dinh/ Qualification A =
CSV (Computerized System Validation) H A
7.2. Pham vi trach nhiém, nghfa vu: | 7.2. Responsibility, obligation
R i Trach nhiém, nghia vu L
Cdng viéc Responsibility, obligation Ghi chu
Tasks T Note
Boi tac/ Partner DHG
Thue hién ty kiém tra truée khi .
£ N _ Thue hién/
i Xuat xeedng/ Check machine before
Ty kiém tra . execute
release the maching
Self-checking

Bao cao tir kiém tra trwéc khi
xuat xwéng/ Report

Pé cuwrong/ Protocol
FAT There hién/ Execute
Béng ghi chép két qua/ Report

Kiém tra | Bang d& cwong/ Protocol Soan thao/ Phé duyét/

xa4c nhan L prepare approve
Ri&m th Thipe hién (Lam thye té)y/ Thuwe hién/ Nhan chirng/
hghiem tnu Execute execute witness
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N i Trach nhiém, nghia vy o
Copags}:’sl‘?c Responsibility, obligation Ghi chu
- Not
Péi tac/ Partner DHG o
SAT Béo cao/ Report Soan thao/ Phé duyét/
prepare approve
Bang dé cwong / Soan thao/
Protocol prepare
DQ Thue hién/ Execute Thue hién/
execute
Bao cao! Report Phé duyét/
approve
Bang dé cwong/ Soan thao/
Protocol prepare
Thye hién (Lam Thuwe hién/
1Q 5
thire t&)/ Execute execute
Bao cdo/ Report Phé duyét/
approve
Bang dé cuong/ Soan thao/
2 . Protocal prepare
mémdrn | g [Thwonien Lam
8 thwe t&)/ Execute execute
Bao caof Report Phé duyet/
approve
N Bidu mau/Form
Sﬁ‘én Thuc hign (Lam
Calibration thwe t8)/ Execute
Bao caof Report
Bang dé cwong / Soan thao/
Protocol prepare
PQ There hién (Lam Thwe hién/
thue t8)/ Execute execute
B4o caof Report Phé duygy
approve

7.3. Didu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

7.3.4.

V& ho so: Nha san xuét ban giao day du
hé so theo dé& xuét clia cong ty.

V& thiét bi: Ban giao day dd thiét b kém
theo, dd nghé va phu tling thay thé di
phong.

V& van hanh; Thiét bj hoat ddng chinh
xac, &n dinh (loai bd dwgc chinh xac mau
chira kim loai).

V& san pham thyc hién OQ va SAT: Nha
cung cap cung cp mau thir két hop voi
san phadm dé thuc hién

7.3. Acceptance conditions

7.3.1.

7.3.2.

7.3.3.

7.3.4.

Document: Supplier submit all document which
DHG proposed.

Device: Handover all accessory, tools, spare
parts.

Operation: The machine must be reliabie (exactly
reject the sample that contaminates the metal).

Equipment runs on products below for OQ and
SAT: Supplier provides test samples combined
with products for implementation
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8. HO SO DE XUAT

Hay cung cép cac hd so dwge néu bén duwdi:

MAau/ Form: P13/F09-BI
{ An ban hanh clia mau: 20

Form's version

8. DOCUMENTS

Provide documents below:

Céng viéc Hb so S6 lwong Ghi cha
Process Document Quantity Note
Hb so théng s6 ki thuat/ Documents and 01 B¢/
. drawings 01 Set
Ho so . 01 8o/
bao gia Bao gia/ Quotations i
4 01 Set
Quotation 04 Bo/
Hop dong/ Contract 04 Set :
. Bang théng s6 ché tao/ Specification 01 BY/ Deh)fag nh.\ta';
Ho so xac nhan | documents and drawings 01 Set (phé duyét)
thi &t K&/ ; . _ _ i B, For confirmed purpose
Des| FS (Pac diém k¥ thudt chirc nang) cho
esign
Ccsv
FS (Function Specification) for CSY
H6 SO Pé cwong va ké hoach/ Protocol
thiet ke/
bQ Bao ¢a0/ Report
) ] ] Bao gdm cac chirng
Tw kiém tra/ Bao cdo nha san xuat ty kiém tra trude 01 B¢/ nhan kiém tra céc bd
Self-checking khi xuat xudng/ Report 01 Set phan chinh/ including
main parts certificates
Hd so FAT/ Pe cuong/ Protocol
FAT documents Bang ghi chép/ Report
A .z 01 B/
Hb so Bé cwong kieém tra/ Protocol 01 Set
kiém tra va xac ; e LA 01 B&/
. h )
nhan nghiém thu/ Bang ghi chép kiém tra/ Report 01 Set
SAT documents a1 i . 02 Bo/
Bién ban nghiém thu/ acceptance minutes 02 Set
bé / <
& curong
Protocol O_Q _
Hb so tham dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao thaém oaQ
dinh/ Report = <
Hiéu chuan/ Calibration
Hwéng dan van hanh/ Operation instruction 01Bo/
- ) 01 Set )
Khac Bfm vé tong theztralng'thlet b| hinh cac 01 B&/ Kein gl?y Ehwng
Others bd phan, ban vé bo tri/ Drawing: general, 01 Set nhan vat liéu/

parts, equipment position

Ban vé lién quan dén dién, cac dung cu
do dac/ Electrical diagram, measuring tools

Including Mill sheet

15117




Coéng ty Cd phan Dugc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.
S6/ No.: ME/2025/01/URS/M314-15
9. KHAC (LUU Y DAC BIET) (KHONG PHAI
GMP)
9.1. Thoi gian bdo hanh (dam bao trach
nhiém sai sot)
— Bén cung cép thiét bi phai dam bdo thiét
bi dap trng du cac thong sé ky thuat-chét
lwvong ma Duwoc Hau Giang da dat hang.

— Thiét bi phai dap trng san xuat dwoc cac
san phdm ma Dwoc Hau Giang da néu
trén. Truong hop ma thiét bi khéng dap
trng san xuéat cho 1 san phadm nao dé ma
nguyén nhan thudc vé thiét bi thi nha cung
cép phai khéc phuc va chiu chi phi vé vén
dé do.

— Theigian bao hanh téi thiéu 12 thang tinh
ttr ngay nghiém thu thiét bj.

9.2. Cung cép phu ting dw phong

— Nha cung cép phéi cung cap day di va kip
thoi cac phu tung dw phong ma Dwoc Hau
Giang yéu cau.

9.3. Bao mét thong tin

— Tét cé théng tin dwoce trinh bay va bi mat
kinh doanh clia ¢a hai bén chi dwoc st
dung cho trirdng hop nay va khéng duoc
tiét 16 hodc dwa cho bén thir ba

— Trwdng hep song phwong ¢ thanh qua
tlr y twdng, phat minh trong qua trinh thiét
ké va st dung hé théng/ thiét bi trong hop
ddng mang lai. Néu ¢6 dw dinh nop don
xin quyén s& hiru cdng nghiép, can théng
bao trudc cho ddi tac, cling thao luan va
dwa ra quyét dinh.

Mau/ Form: P13/F09-BI
Lan ban hanh cta mau: 20

Form’s version

9. OTHERS (Majority attention) (not GMP)

9.1.

9.2,

9.3.

Warranty period (guarantee fault responsibility)

The equipment supplier must ensure that the
equipment must be reached all the
specifications and guality that DHG Pharma
has ordered.

The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equipment, the supplier must fix it and bear

the cost of that problem.

Warranty duration: at least 12 months from

acceptance test,

Spare parts supply
Supplier must provide sufficient and timely
spare parts required by DHG Pharma.

Information security

All information presented and trade secrets of
both parties are only used in this case and not

disclosed or given to third parties

The bitateral case results from ideas, inventions
in the design and use of systems / equipment in
contracts. If one of both parties intend to apply
for industrial property rights, need to notify the
partner, discuss and make a decision
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10.TINH TRANG BAN HANH, SUA DOI 10. REVISION HISTORY
Muc Noi dung stra doi
Section Content

Lan ban hanh/ Version:1 , Ngay phé duyét/ Approved date: ig,/i;é/lti%’
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DHG PHARMA

Vi mit cudc séng khde dgp hon

System/Equipment:

YEU CAU NGUO'l SU DUNG
Hé théng/Thiét bi:
MAY DO KIM LOAI DANG VIEN
USER REQUIREMENTS SPECIFICATION

TABLET METAL DETECTOR

Form

e Mau: P13/F09-BI

e LAn ban hanh cla mau: 20
Form's version

Sé / No.:

ME/2025/01/URS/M314-16

Version

LAn ban hanh: 1

® Tén hé théng/thiét bi/System/equipment name: May do kim loai dang vién/ Tablet metal detector
® Ma sb hé théng/thiét bi/System/equipment code: M314-16
® Model (Néu cd/if any): N/A

® |y do ban hanh/Reason for issued:

4 Lap moi

New installation

H Khi co thay déi
When changing

® Phong ban st dung/Department name: Xwdng 1/ Factory 1

Ho va tén Ky tén Ngay
Full name Signature Date
Ngudi thwe Nguyén Tan Dat
hién (Nhan vién T4 thiét bj san xuat/ 2.9 ?,;A; -28(5’-2/1015—
Implemented by Staff of Production Equipment Group) V
Nguoi xem xét Nguyén Van Phi ]
Reviewed b 5 trud 5 thidt bi sa ‘ : N I e, e
y (Té trwdng T thiét bi san xuat/ fer g}g} cg/ 20)5
Team leader of Production Equipment Group) P
Nguwdi xem xét Lé Hiru Hanh
. o z > H/‘(//L/& AN p ;
Reviewed by (Quan déc xwéng 1/ . S5 /CL/,Q 034
Manager of Factory 1) —_—
Nguwdi xem xét Tran Minh Luan E
Reviewed by (Trwéng Phong nghién clru va phat trién/ y / lay 2¢[el / 202 (C

RD Manager)

Nguwdi xem xét

Tran My Thién

o |o2]2028

A
Reviewed by (Pho6 Phong Co dién/ = e
Deputy Head of ME) /
Ngudi phé Tran Binh Thuan
duyét (Trwédng Phong Quan ly chét lwong/ Woalt 28/0L /025

Approved by

QM dept. Manager)
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MUC LUC/ INDEX

(R 8T o 5] o] [4]
PURPOSE
2. PHAM VICONG VIEC ....oooviiitiee e eeeeee e e oo [4]
SCOPE OF WORK
2.1, Tén h& thdngMhiét bi: ..........oooie e [4]
Name of the system/equipment
2. SOIWONG: .o e 4]
Quantity
2.3, VIMTHEP GBE oo [4]

Installation location

2.4, Pham vi trach nhiém, nghia vu: Theo bang dwéi ........................... [6]
Scope of responsibilities and obligations: Follow the table below

2.5.  Thoi han giao hang theo hop déng (khdng phai GMP): ................... {71
Delivery time according to the contract (not GMP)

2.6. Diéu kién bao gia va thanh toan (Theo yéu ciu ciia DHG) (Khéng phai GMP):
Conditions for quotation and payment {According to DHG's request) (not GMP)

............................................................................................ 7]
3. CAUTAO HE THONG! THIET Bl oevveteeereeeeeeeeeeeeeeeeoeeoeeeeeeeees e [8]
CONFIGURATION OF SYSTEMS
4. THONG SO SAN PHAM VA CAC TIEU CHI .o [9]
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
5. YEU CAU VE HE THONGITHIET Bl ..eeeomeeeee oo [10]
REQUIREMENTS OF SYSTEM/EQUIPMENTS
6. YEU CAU CHUNG ...ouetieeiiceeeeeet e s [10]
GENERAL REQUIREMENTS
6.1. Phu hop véi Ludt, cac quidinh vatiéuchudn ... [10
Comply with Law, regulation and standard
6.2. HEthdng Phutrg BN GO .ooovve oo [10]
Specifications of the available utilities
6.3, YBUCAUVE cOKhi ... [10]
Mechanical requirements
6.4, YEUCAUVE GI&N ... [11]
Electrical requirements
6.5. YéucauvdnUtnhdnvanhanh ... [11]
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6.6.

6.7.

6.8.

6.9.

6.10.

7. THAM DINH THIET Bl VA NGHIEM THU

Operating button specifications

Yéu cau vd hé théng khinén ..o,

Pneumatic {Compressed air} system requirements

Yéu cau v& vé sinh, bdo tri, siha chra ...........

Requirements of cleaning, maintenance and repair

Yéu cAu ve phu KiBn.... ....cccoiiiiin,

Requirements of Calibration

Yeu cAu vé phu Ki8n ....ooooer e

Spare parts

Huan luyén van hanh ........... [T

Operator training

QUALIFICATION AND ACCEPTANCE TEST

7.1,

7.2.

7.3.

8. HO SO BE XUAT

Mc dd can thidt ...,

Necessary conditions

Pham vi trach nhiém, nghtavu: ....................

Responsibility, obligation

Pidu kién nghiém thu ..o

Acceptance conditions

DOCUMENTS

9. KHAC (Lwu y dic biét) (khéng phai GMP)

OTHERS {Majority attention) (not GMP)

0.1.

9.2.

9.3.

10. TINH TRANG BAN HANH, SUA BOI

Thoi gian bdo hanh (dam bao trach nhiém sai sét)

Warranty period (guarantee fault responsibility)

Cung cap phu ting dw phong ..........cccoeeesen.

Spare parts supply

Bao matthéngtin ...

Information security

REVISION HISTORY

MAau/ Form: P13/F09-BI
Lan ban hanh cla mau: 20

Form's version

............................. [13]
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1. MUC biCH
béu t m&i may do kim loai dang vién maoi
cho may dép vién hién hiru ctia Xwdng 1.
Nang cao ndng suat chat lwong nham dap
(rng nhu cau chat lveng cla EU-GMP.
2. PHAM VI CONG VIEC
Bao gdbm nhwng khong gi¢i han trong cac
ndi dung sau:
2.1, Tén thiét bj: May dé kim loai dang vién
2.2. 86 lwong: 01 may
2.3. Vi tri lap d&t: Cong ty ¢d phdn Duwoc Hau
Giang —~ Chi nhanh Nha may dwoc phim
DHG tai Hau Giang (Xwéng 1).

— Diachi: L6 B2, B3 - KCN Tan Phu Thanh
~ Giai doan 1, x& Tan Phl Thanh, huyén
Chau Thanh A, tinh Hau Giang.

— Phong I&p dat: Phong 042 - Khu dap vién
- Thiét bi di dong (dw kién st¢ dung
thiedng xuyén & may dap vién T019007)

— Ban vé dinh kém baoc gém:

+ Ban vé tdng thé

MAu/ Form: P13/F09-BI
L&n ban hanh ciia mau: 20

Form’s version

1. PURPOSE

invest new tablet metal detector for the existing
tableting machine of factory 1.

Upgrade the quality to meet the quality demand of EU-
GMP.

2, SCOPE OF WORK

Should include but is not limited to the following :

2.1
2.2.
2.3.

Name of equipment : Tablet metal detector
Quantity: 01 machine
Installation location: DHG Joint Stock Company —

DHG Pharmaceutical factory branch in Hau Giang
(Factory 1).

~ Address: Lot B2, B3 - Tan Phu Thanh Industrial
Park — phase 1, Tan Phu Thanh Commune, Chau
Thanh A District, Hau Giang Province.

- Installation: Room 042 - Area tableting - Movable
equipment (usually use in the tableting machine
TO19007)

~  Atftached drawing:

+ Overall layout

Hinh 1. Ban vé& téng thé Chi nhanh nha may Dwoc phdm DHG
Figure 1. Overall layout of DHG Pharmaceutical plant branch
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+ Ban vé v tri lap dat - xwdng 1: + Instaliation location - Factory 1 layout:

000 0 99

00,

W

i

i -
R Gl

148
1]

9 © 00

a3 é}'?@' 5

Hinh 2. Ban v& mat bing Xwdng 1
Figure 2. Factory 1 layout

+ Ban vé phong lap dat thiét bi | + Installation room layout

May dip vidn
Tablet pressing
machine

b4

Y

Hinh 3. Ban v& mat bang phong lap dat
Figure 3. Installation room fayout
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— Diéu kién mai trwong phong: ~  Room conditions:
+ Nhiét d@: 22 +50C + Temp:22+50C
+ Am ds: 50 + 15 %RH +  Humidity: 50 + 15 %RH
+ Cépsach: D + Cleanliness: grade D
2.4. Pham vi trach nhiém, hghta vy: Theo bang | 2.4. Scope of responsibilities and obligations: Follow the
dwdi tabie below
Trach nhiém,
nghia vy
Phan loai Néi dung céng viéc Responsibilities and Ghi cha
Classification Content obligations Remark
Paoi tac DHG
Partner
Thiét ké/ Design A H
Ché tao/ Fabrication ) =
FAT H =
Van chuyén/ Transportation Vi H Incoterm: DDP
Hé théng, Lap gt/ Installation vl =
thiét b/ Piéu chinh/ Adjustment A =
Systems, equipment z -
Tham dinh/ Qualification H A
SAT A A
Huén tuyén nhan vién/ Training for staff A =
Kiém tra trong qua trinh san xuat/ Check in = o
the actual production
Cai tao hé théng, thiét bi phu tror dap ing - -
Phu tro/ van hanh/ Renovating upstream utility
Utility works Két ndi véi hé théng phu tro/ Connecting o] 7
utilities
Thay ddi kién tric/ Architecture works B E
Khac/ others Vat liéu van hanh thi/ Preparing the Material for = A
FAT, Qualification, SAT (including preparing cost)
GUi nguyén liéu (bao gdm chi phi giri)/ 1 0
Sending the material (including delivery cost)
Chi phi nhan sy thire hién FAT (vé may bay,
khach san,...) cho ... ngudi / cost for FAT = =
executing (airplane ticket, hotel fee,...) of ... people
Di doif pha d&/ thanh Iy/... may hién hieu/
Relocating/ demelition/ liguidation/... of an existing H =
machine
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2.5. Th&i han giao hang theo hop ddng (khéng
phai GMP):
5 thang ké tlr khi x4c nhan dat hang.
2.6. Diéu kién bao gia va thanh toan (Theo yéu
cau ctia DHG) (Khong phai GMP)
Déi v&i Nha cung cap nwdc ngoai co it nhat 1
dai dién tai Viét Nam
Ban sao giay chirng nhan dang ky kinh doanh,
gidy phép lién quan.
Bao cao tai chinh kiém toan/ndp cho co quan
thué cac ndm 2022. 2023, 2024.

Co liet ké cac dy an da thyc hién twong twr. Co
hop dong, bién ban nghiém thu, ban giao dwa
vao slr dung/bién ban thanh Iy hop ddng.

2.6.1. Bang bao gia:
+ Phai co tén cong ty, chi ky, dong dau.

+ Thé hién chi tiét cac dac tinh, théng sb
ky thuat thiét bi, cac wu diém ndi bat
thiét bi.

Thé hién nwdc san xuat, ndm san xuét.
Bao gia cd théi han tir 2 thang trd 1én
ké tir ngay bao gid c6 hiéu lwe

+ C6 ghi thoi gian bao hanh thiét bj, téi
thiéu 12 thang ké tlr ngay nghiém thu.

+ Béo gia bao gdm tat ca chi phi thuéc
pham vi nha thau thwc hién theo URS.

+ Bao gbm tat ca chi phi cé lién quan
+ Bao gia ghi ré6 da cb hay chwa cd bao
gbm thué VAT.
2.6.2. Thanh toan
+ Ung trude 20 % gia tri hop ddng ngay
sau khi ky hop ddng va DHG nhan dd
hé so thanh toan..

Mau/ Form: P13/F09-BI
LAn ban hanh cla mau: 20

Form'’s version

2.5. Delivery time according to the contract (not GMP)

5 months upon receipt of order

2.6. Conditions for quotation and payment (According
to DHG's request) {not GMP)

For foreign suppliers with at least 1 representative
in Vietnam

Copy of business registration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2022, 2023, 2024,

that have been
acceptance reporis,
iquidation reports  are

List of similar projects
implemented. Contracts,
handover/contract
available.

2.6.1. Quotation:

+ Must represent company name, signafure,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+  Show country, time of manufacture.
+ Quotations are valid for 2 months or more

from the effective date of guotation.

+ Must have warranty duration, at least 12
months after acceptance.

+  The quotation includes all costs within the
scope of the contractor's performance under
URS.

+ Include all relevant cost.

+  Must notify including VAT or not.
26.2. Payment

+ 20% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..
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+ 50% sau khi hoan thanh nghiém thu + 50% after completing SAT acceptance and
SAT va DHG nhan dl hd so thanh toan DHG  receives  complete  payment
documents
+ 30% con lai sau khi hoan tat nghiém thu + remaining 30% after completing the contract
hop ddng va DHG nhan dwoc bao lanh acceptance and DHG receives the warranty
bio hanh. quarantee.
+ Dobng tién thanh toan: Viét Nam Pdng. + Payment currency : Viet Nam Dongs.
2.6.3 Bao lanh thanh toan 2.6.3 Payment guarantee:
+ Bao lanh dw thau: 3% gia tri wée tinh + Bid security: 3% of the estimated value of

the bid package, valid from the date of issue

cla gbi thau, cd hiéu lwe tir ngay phat
until 30 days after the bid closing date.

hanh dén 30 ngay sau thoi diém dong
thau.

+ Bao lanh tam L’mg; twong dwong gia tri + Advance payment guarantiee: equivalent to
tam (g, ¢o hidu iwc tor ngay phat hanh the value of the advance payment, valid from
&én khi qia tri -tam' na duoc hoan tri the date of issue until the advance payment

. ‘g T 9 ; is fully repaid.
hoan toan.

+ Bao lanh thwe hién hop ddng: Téi thiéu + Contract performance guarantee: Minimum
10% gia tri hop df"mg co hidu lwe tiy 10% of the contract value, valid from the

R s A Ak e date of issue untjl the end of the contractual
ngay phat hanh dén khi két thic céac L
. obligations.
nghia vu hgp dong.

+ Bdo lanh bao hanh: Téi thiéu 5% gia tri +  Warranty guarantee: Minimum 5% of the

hop d’(’ing c6 hiéu lwc tir ngay nghiém contract value, valid from the date of

. > 2 £ . " acceptance and putting into use until the end
thu dwa vao st dung dén két thic thei P putting
) . of the warranty period.
gian bao hanh.

3. CAU TAO HE THONG/ THIET Bl 3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS
STT Hé thong! Thiét bj $6 lwong Ghi chd
Ordinal System/ Equipment Quantity Note
1 May do kim loaif Metal detector 01

Ha d6 cao cla phiéu chira vien/
Lower the height of the pellet hopper

2 01
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Khi nén
Compressed air
[ May dap vién
{ Tablet pressing |
i machine
Electric _l:‘{ I
cabinet H I \ _ ) =i
4 ) / \;| wl[ [ 2700
‘-; 9 I{' / ‘l -.
L !' / & ! Re=% \ '\\ ’ May do kim loai
F r et 1\ % - . May lau _ Metal detector |
U ( [N . K ngln f e 100
| tav bl | ablet & :
L | F.|.;;']lml il - dedusler LJ’..; >
{ Dust | B '/ 750 — K l il
* collector | T di=
e | 4 - ] -_J.l : T_,ill:[ié’?_i_jﬁ D— 475
I ¥ H 5 —th SN -
Ha dé cao
Low height

Mau dd/Red: Pham vi céng viéc nha thau/ Manufacturer's scope of work  * Ghi chi: don vi do dé dai la mm
Mau xanh/Blue: Pham vi céng viéc ctia DHG/ DHG's scope of work Note: Measuring unit of length level is mm

Hinh 3. So @8 bé tri may
Figure 3. Layout drawing of machine arrangement

4. THONG SO SAN PHAM VA CAC TIEU CHi | 4. SPECIFICATION AND CRITERIA OF PRODUCT/
PROCESS
4.1 Théng sé san pham: 4.1 Product parameters:
Danh muc san phém va cac théng sb lién Product list and the related parameters for tablet
quan cho may dap vién: maehine:
Kich thwdc vien nhé nhat va lon nhét Smallest and largest tablet size
Kich thwérc vién Bé day vién | Trong lwgng
Hinh dang Tablet Dimension Tablet vién
STT n p ,
No. viéen (mm) Thickness Tablet Weight
Tablet shape Dai Rédng Pwérng kinh (mm) (mg)
Length Width Diameter 9
1 Caplet 7.93-19.72 | 3.96-9.08 2.90-8.49 93 -1191
2 Oval 7.59-19 4.01-934 2.32 -6.89 85 -762
3 | Round tablet 6.01 —14.05| 2.66-6.49 86 — 945
4 Hexagonal |12.98 —13.03|14.90 —14.95 6.03 — 6.37 808 — 841
5 Triangular 7.43 —7.47 3.75-465 167 — 207
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5. YEU CAU VE HE THONG / THIET B
— Kich thwée miéng hdm phi hop vai kich
thudre vién ctia cac sén pham trong danh
muc san pham & muc 4.
— Né&ng suat do kim loai téi thidu déi vei vien
caplet: 168.000 vién / gid.
- Db nhay:
+ Hinh cu @ 0.25 mm Fe
+ Hinh cau @ 0.30 mm Non-Fe
+ Hinh cau @ 0.40 mm thép khong ri
— Chiéu cao nap vién clia may do kim loai
cho phép diu chinh d& dang va phai
twong thich véi chigu cao ra vién clia may
lau vién (thdng tin tham khdo - chidu cao
ra vién ctia may lau vién 1a 750 mm).
— Théng tin tham khdo: Chiéu cao thiing
chira vién & cudi day chuyédn 475 mm.
— Trang bj banh xe gitp hé tre di chuyén cla
may dwgc dé dang.
6. YEU CAU CHUNG
8.1. Phi hop v&i luat, cac qui dinh va tiéu chuén
— Tiéu chudn GMP: Thiét bi phai dap ung
tiéu chuén WHO-GMP, EU-GMP, GMP
Nhat Ban, PICs-GMP.
— Tiéu chuén dién: thiét bi phai dat tigu
chuén IEC hodc ISO.
~ B9 dn: khéng vuot qua 85 dB trong pham
vi 1 mét.
6.2. Hé théng phu tro s8n c6
- Ngubdn dién:
+ 230VAC (+5%, -10%) - 1pha - 50Hz.
~ Khi nén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).
6.3. Yéu clu vé& co khi
- Céc chi tiét tiép xuc voi tryc tiép san
pham: lam t& inox 304 ho4c 316L; nhya

MAau/ Form: P13/F09-BI
Lan ban hanh cta mau: 20

Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

—~ The size of the detector entrance mouth is
suitable for the tablet dimensions of the
products in the product list at the article 4.

- Minimum capacity of metal detecting in case of
caplet shaped tablet : 168,000 tablets / hour.
- Sensitivity.
+ Sphere & 0.25 mm Fe
+ Sphere @ 0.30 mm Non-Fe
+ Sphere @ 0.40 mm Stainless steel

- The inlet height of the tablet metal detector
must be adjustable and appropriate with
discharge chute of tablet deduster (reference
information ~ the height of discharge chute of
tablet deduster is 750 mm).

- Reference information: The height of the tablet
container at the end of the line is 475 mm.

- Equipped with wheels/casters to support the
movement of machine easily.

6. GENERAL REQUIREMENTS
6.1. Comply with Law, Regulation and Standard

- GMP standard: Equipment must satisfy the
such standards WHO-GMP, EU-GMP, Japan-
GMP, PIC/s-GMP,

- FElectrical standard: Equipment must satisfy IEC
or I1S0.

- Noise: not more than 85dB within 1m distance.,

6.2. Specifications of the available utilities
— Power supply:
+  230VAC (+ 5%, -10%) - 1 phase - 50Hz.

~ Compressed air: 0.60 MPa - 0.65 MPa (6 bar -
6.5 bar).

8.3. Mechanical requirements

— The component direct contacts to the product:
made of SUS 304 or SUS 316L; applicable
Plastic & Resin for drug (or equivalent
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6.4. Y&u cau vé dién

6.5. Y&u cau vé nat nhan van hanh:

va keo duoc phép dung trong dwgc phdm
(hodc twong duong), khdng dugc xay ra
phan ng hoéa hoc gay anh hudng chét
lwong san pham.

Nha thau can cung cip bao cao thadm dinh -

vat liéu (mill test).

Bao vé qua dong: may phai dwoc trang bi -
thiét bj bao vé qua dang.
Bao vé ro rf dién: Thiét b can c6 day tiép -
dat.
Nhiét d8 hién thj kiéu sé nguyén. -
Sau khi mét dién: may khéng duwoc tw ~
déng chay ma phai dwgc khéi ddng lai béi
ngwdi van hanh.

Khi cé sw cd méat dién: cac div lidu van -
hanh dwoc lru lai va cé thé st dung khi
co dién tré lai.

Ta dién y&u cAu cu thé tinh nang chéng -
nuwdc bui.
NGt dirng khdn cAp dwoc dét & vi tri thuén -
tién dé& dirng may ngay lap téc.

MAu/ Form: P13/F09-BI
LAn ban hanh ctta mau: 20

Form's version
materials), must not have chemical reactions

that could affect the product quality.

The vendor needs to provide the report of
Material test certificate (Mill test certificate).

6.4. Electrical requirements

Overcurrent protection: Machine needs to have

an overcurrent protection device.

l.eakage protection: Machine needs to have
Earth wire.

Temperature is displayed in integer.

After power failure, Machine must not work

automatically. It must be manually started.

Whenever the power failure happends, the
operation data must be saved. It can be used

when power is back.

Electrical cabinet: Water, dust proof property is
required.

The emergency button should be intentionally
placed to convenient stop the machine

immediately.

6.5. Operating button specifications:

Mau séc Ghi ¢chu
Color Remark
Nt kh¢i ddng/ Start button Xanh/ Green
Nt dieng/ Stop button D6/ Red
NGt dirng khan cap/ Emergency D6/ Red Kiéu: xoay d& mé khoa
button Type: Turn-reset
Nut reset/ Reset Vang/ Yellow
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Deén bao hiéu kiéu thap: trong trwérng hop
thiét bj cé ap dat cot dén bao hiéu thi theo
y&u cdu cGa bang dudi day:

i

Mau/ Form: P13/F09-B|
LAn ban hanh cla mau: 20

Form's version

Signal tower lamp specifications: In case that
machine have Signal tower lamp, it should
comply with followings:

Mau sac Ghi ch
Color Remark
Dimg/ Stop B4/ Red
Bao dbéng/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green

6.6. Yéu cdu vé hé théng khi nén

Thiét bj phai ¢é bd chinh ap khi nén va loc
phd hep.

6.7. Y&u cAu vé vé sinh, bao tri, si¥a chiva

Nha thdu can cung cap di lidu “dién tich
tiép xtic v&i s&n phadm (cm?2)” cho qud trinh
thAm dinh vé sinh clia DHG.

X ly bé mat cac chi tiét tiép xtic trwe tiép
v&i sdn phadm: phai nhan béng dé dé ve
sinh.

V0 bao che: Thiét bj s& dwoc 1&p dat trong

phong sach (cdp sach D) nén vé bao che
phai dwgc lam bang inox 304 (hodc vat
lieu twong duong).

Khung may co két cAu cirng virng, it rung
dong khi van hanh.

Hé truyén dong dugc thiét ké hoat dong
6n dinh va lién tuc.

Cac b6 phan chuyén dong phai dwoc bao
che ddy di d& dam bao an toan va tranh
tap nhiém.

Dé& vé sinh: May dwoc thiét ké dé vé sinh
& tat ca cac bé mat, thiét ké sao cho dé
dang kiém tra cac bé mat sau khi vé sinh.
Dé thay d6i bd phan may: May phai duoc
thiét k& dé dé thay ddi cac bo phan may.

6.6. Pneumatic (Compressed air) system requirements

The machine must have an appropriate
regulator {to control the pressure) and filter.

6.7. Requirements of cleaning, maintenance and repair

The vendor needs to provide the data of
“Surface area (cm?)” for DHG's Cleaning
validation business,

Surface finishing of the components in direct
contact with the product: It must be smooth for
easy cleaning.

Exterior coverage: the machine will be installed
in the clean room (Grade D) so its exterior
coverage should be made of SUS 304 (or
equivalent materials).

Machine frame would be steady structure with
low vibration during the opsration.

Driving system must be designed for stable and
continuous operation.

The moving parts need to be covered
adequately for safety and prevention of the
contamination,

Easy to clean: Machine must{ be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Y&u cau vé phu kién

-~ Nha thau can cung cap cac vat tw tiéu hao -

trong vong 1 nam.

— Nha thdu can cung cép danh sach phu -

kién cung voi bao gia.
6.9. Huan luyén van hanh

— Nha thdu phai t6 chirc hudn luyén cho -
ngwdi st dung vé trinh tw van hanh va vé
sinh may cling nhw phwong phap thao lap

may va bao tri.

6.10. Yéu cau vé nhan dinh dang

— Cac thiét bi phai dwoc dat ma sb va duoc -

dan nhan nhén dang.

7. THAM PINH THIET B] VA NGHIEM THU

7.1. Mirc d6 can thiét
Tién hanh chon cac diéu kién dwrdi day

MAu/ Form: P13/F09-Bi
LAn ban hanh cta mau: 20
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6.8. Spare parts
The vendor needs to provide the consumable
spare parts for 1 year.

The vendor needs to attach the spare parts
checklist together with the quotation.
6.9. Operator training

The vendor needs to hold a training course for
the operation and cleaning sequency as well as
the assembly, dismantle and maintenance
instruction.

6.10. Requirements for identification labels

Devices must be coded and labeled with
identification.

7. QUALIFICATION AND ACCEPTANCE TEST

7.1. Necessary conditions

Choosing conditions below

Piéu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT o A
SAT =
Tham dinh/ Qualification A ]
CSV (Computerized System Validation) = A
7.2. Pham vi trach nhiém, nghta vu: | 7.2. Responsibility, obligation
R - Trach nhiém, nghia vu o
Cong viéc Responsibility, obligation Ghi chu
Tasks r Note
B oi tac/ Partner DHG
Thre hién tw kiém tra treae khi N
c . Thuwe hién/
_k xuat xwong/ Check machine before
Ty kiem tra . execuie
Self-checking release the machine
B30 cdo ti kiém tra truéce khi
xuat xudng/ Report
Pé cuwong/ Protocol
FAT Thirc hién/ Execute
Bang ghi chép két qua/ Report
Kiém tra Bang dé cwong/ Protocol Soan thao/ Phé duyet/
xac nhan vy : 1 prepare approve
hidm th Thye hién (Lam thye te)/ Theee hién/ Nhan chirng/
ngniem il | eyecute execute witness

13117




Céng ty C6 phén Duwoc Hau Giang

DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.

S6/ No.: ME/2025/01/URS/M314-16

Mau/ Form: P13/F09-BI
LAn ban hanh cia mau: 20

Form's version

A i n Trach nhiém, nghia vu L
Cong viéc Responsibility, obligation Ghi chu
Tasks - Note
D6i tac! partner DHG
SAT B&o c4o/ Report Soan théo/ Phé duyét/
prepare approve
Bang dé cuong / Soan thao/
Protocol prepare
DQ Thuc hién/ Execute Thye hign/
execute
Bao cao/ Report Phé duyet/
approve
Bang dé cuong/ Soan thao/
Protocol prepare
1Q Thyc hién (Lam Thire hiénf
thuc t8)/ Execute execute
Bao céo/ Report Phé duygy
approve
Bang dé cuong/ Soan thao/
z . Protocol prepare
_(I;Egl?f?cgt!igg 0Q Thure higén (Lam Thue hién/
thire t8)/ Execute execute
Bao caof Report Phe duyét
approve
~ Bidu mau/Form
Hr'fti Thire hign (Lam
8 uan thurc t&)/ Execute
alibration
Bao cao/ Report
Bang dé cuong / Soan thao/
Protocol prepare
PQ There hién (Lam Thure hién/
thiec 1)/ Execute execute
Bao cao/ Report Pheé duyét/
approve

7.3. Didu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

7.3.4.

Vé ho so: Nha san xuét ban giao day da
hd so theo dé xuét clia céng ty.

V& thiét bi: Ban giao day du thiét bj kem
theo, do nghé va phu tung thay thé dyw
phoéng.

V& van hanh: Thiét bj hoat dong chinh
xac, 6n dinh (loai bd dwoc chinh xac mau
chtra kim loai).

Vé san phadm thue hién OQ va SAT: Nha
cung cap cung cap mau thir két hop voi
s&n pham dé thye hién

7.3. Acceptance conditions
7.3.1. Document: Supplier submit all document which
DHG proposed.

7.3.2. Device: Handover all accessory, tools, spare
parts.

7.3.3. Operation: The machine must be reliable (exactly
reject the sample that contaminates the metal).

7.3.4. Equipment runs on products below for OQ and
SAT: Supplier provides test samples combined
with products for implementation
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8. HO SO DE XUAT

Mau/ Form: P13/F09-BI
Lan ban hanh cGa méau: 20

Form's version

8. DOCUMENTS

Provide documents below:

Hay cung cép cac hd so dwge néu bén dudi:

Céng viéc Hb so $6 lwong Ghi chu
Process Document Quantity Note
Ho so théng sb k§ thuat/ Documents and 01 Bo/
. drawings 01 Set
Ho so - 01 B6/
bao gia Bao gid/ Quotations )
i 01 Set
Quotation :
Hop dong/ Contract 04 BO/
j 04 Set -
. Bang thong s ché tao/ Specification 01 Bo/ Dehxﬂa‘;.: nh?l}]
Hé so xac nhén | documents and drawings 01 Set (phé duyét)
thidt ké/ ; _ _ § i . For confirmed purpose
Desi FS (Pac diém ky thuat chirc nang) cho
esign
csv
FS (Function Specification) for CSV
Hé SO P& cwong va ké hoach/ Protocol
thiet ké/
bQ Bao caof Report
] ] ] Bao gém cac chiing
Ty kiém tra/ Béo céo nha san xuat i kiém tra tridc 01 Bo/ nhan kiém tra cac bo
Self-checking khi xuat xwdng/ Report 01 Set phan chinh/ including
main parts cerlificates
Hb so FAT/ Peé cwong/ Protocol
FAT documents Bang ghi chép/ Report
A z 01 Bo/
HA so Bé cuwong kiém traf Protocol 01 Set
kiém tra va xac . L 01 B&/
B h rt '
nhan nghism thu/ ang ghi chép kiém tra/ Repo 01 Set
SAT documents e " ) 02 B&/
Bién ban nghiém thu/ acceptance minutes 02 Set
pé / =
& cuong
Protocol OQ <
Hd so tham dinh/ Hiéu chuan/ Calibration
Qualification < 1Q
documents Bao cao tham ole
dinh/ Report — 5
Hiéu chuan/ Calibration
Hwéng dan van hanh/ Operation instruction 01 Bo/
- P 01 Set ’
. Ban v& tdng thé trang thiét bj, hinh cac 1 Bo/ Kém gidy chirng
Khiac bo phan, ban vé bb tri Drawing: general, 01 Be nhan vat isu/
Others . " 01 Set . .
parts, equipment position including Mill sheet
Ban vé lién quan den dién, cac dung cu
do dac/ Electrical diagram, measuring fools

1517




Céng ty Co phan Dwoc Hau Giang

DHG Pharmaceutical Joint-stock company
PHONG CO' DIEN/ ME DEPT.
Sé/ No.: ME/2025/01/URS/M314-16

9. KHAC (LUU Y DAC BIET) (KHONG PHAI
GMP)
9.1. Thoi gian bao hanh (ddm bao trach

nhiém sai sot)

Bén cung cap thiét bj phai dam bao thiét
bi dap trng du céc thong sé ky thuat-chat

iwvgng ma Dwoc Hau Giang da dat hang.

Thiét bi phai dap (rng san xuét dwoc cac
san phdm ma Duwoc Hau Giang da néu
trén. Trwong hop ma thiét bj khong dap
(Png san xuat cho 1 san phdm nao dé ma
nguyén nhan thudc vé thiét bi thi nha cung
cép phéi khéc phyc va chju chi phi vé van
de do.

Thoi gian bao hanh téi thidu 12 thang tinh
tir ngay nghiém thu thiét bi,

9.2. Cung cép phy tiing dw phong

Nha cung cép phai cung cap day du va kip
thai cac phu ting dy phdng ma Dwoc Hau

Giang yéu cau.

9.3. Bao mat théng tin

Tat ca théng tin duoc trinh bay va bi mat
kinh doanh cua cé hai bén chi duoc st
dung cho trwdng hop nay va khéng duoc
tiét 16 hodc dwa cho bén thi ba

Trwdng hop song phwong cd thanh qua
tir y twdng, phat minh trong qua trinh thiét
ké va st dung hé thdng/ thiét bj trong hop
déng mang lai. Néu cé dv dinh ndp don
xin quyén s& hiru céng nghiép, can théng
bao trude cho ddi tac, cling thao luan va
dua ra quyét dinh.

Mau/ Form: P13/F09-Bi
Lan ban hanh clia mau: 20
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9. OTHERS (Majority attention) (not GMP)

g.1.

9.2,

9.3.

Warranty period (guarantee fault responsibility)

The equipment supplier must ensure that the
the
specifications and quality that DHG Pharma

equipment must be reached all
has ordered.

The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equiprent, the supplier must fix it and bear

the cost of that problem.

Warranty duration: at least 12 months from

acceptance test.

Spare parts supply
Supplier must provide sufficient and timely
spare parts required by DHG Pharma.

Informaticn security

All information presented and trade secrets of
both parties are only used in this case and not

disclosed or given to third parties

The bilateral case results from ideas, inventions
in the design and use of systems / equipment in
contracts. If one of both parties intend to apply
for industrial property rights, need to notify the
partner, discuss and make a decision
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DHG PHARMA

Vi mjl cudc sdng khoe dep hon

System/Equipment:

YEU CAU NGUO'l SU DUNG
Hé théng/Thiét bi:
MAY DO KIM LOAI DANG VIEN
USER REQUIREMENTS SPECIFICATION

TABLET METAL DETECTOR

Form

e Mau: P13/F09-BI

e Lan ban hanh ctia mau: 20
Form's version

Sé/ No.:

ME/2025/01/URS/M314-17

Version

LAn ban hanh: 1

® Tén hé thong/thiét bi/System/equipment name: May do kim loai dang vién/ Tablet metal detector
® M3 sb hé théng/thiét bi/system/equipment code: M314-17
® Model (Néu co/if any): N/A

® |y do ban hanh/Reason for issued:

A Lap maoi

New installation

H Khi cé thay dbi
When changing

® Phong ban st* dung/Department name: Xwd&ng 1/ Factory 1

Ho va tén Ky tén Ngay
Full name Signature Date
Nguoi thire Nguyén Tan Dat
hign (Nhan vien Té thiét bj san xuat/ F/_/vﬂf_“/f/z\/}/ﬁ 28[02./2025
Implemented by Staff of Production Equipment Group) /e
Nguwdi xem xét Nguyén Van Phi [I(/‘
Reviewed by (Té trwdng T4 thiét bj san xuat/ ‘ /(‘;. - 2y folf 2005
il —

Team leader of Production Equipment Group)

Nguoi xem xét

Reviewed by

Lé Hiru Hanh
(Quan dbc xwéng 1/
Manager of Factory 1)

A [0 )A0As

Nguwoi xem xét

Reviewed by

Tran Minh Luan
(Trwdng Phong nghién cleu va phat trién/
RD Manager)

29/@2/202(’

Nguwoi xem xét

Tran My Thién

98 o2 | wef

Reviewed by (Pho Phong Co dién/ ///
Deputy Head of ME) -

Ngudi phé Tran Binh Thuan

duyét (Trwdng Phong Quan Iy chat lvong/ R 28 /02 /20285

Approved by

QM dept. Manager)
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MUC LUG/ INDEX

(P 1V 1o o (o] O [4]
PURPOSE
2. PHAMVICONG VIEC ..t e e e v e e e [4]
SCOPE OF WORK
2.1, Tén h& thOngAhIBt bi: ... [4]
Name of the system/equipment
2.2. SOIWONG: (oo [4]
Quantity
2.3 VIt IAP T8 oo e, 4]

instalation location

2.4.  Pham vi trach nhiém, nghia vu: Theo bang dwdi ........................... [6]
Scope of responsibilities and obligations: Follow the table below

2.5.  Thoihan giao hang theo hgp ddng (khdng phai GMP): ................... [7]
Delivery time according to the contract (not GMP)

2.6. Dieu kién bao gia va thanh toan (Theo yéu cu clia DHG) (Khéng phai GMP):
Conditions for quotation and payment (According to DHG's request) {not GMP)

............................................................................................ [71
3. CAUTAOHE THONG/ THIET Bl covivveeeeeeeeeeeeeeressesseen e eeeeeseeeseeee e [8]
CONFIGURATION OF SYSTEMS
4. THONG SO SAN PHAM VA CAC TIEU CHI .o [9]
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
5. YEU CAU VE HE THONGITHIET Bl vveveeeeeeeeeeeeeeee e eeees e [10]
REQUIREMENTS OF SYSTEM/EQUIPMENTS
6. YEU CAUCHUNG ...ooooeviiitic e eeeeeee e e e e et e sesee e [10]
GENERAL REQUIREMENTS
6.1. Phu hop v&i Luat, cac quidinhvati@uchudn ... [10
Comply with Law, regulation and standard
6.2, HEhng phutro SBN €O ..o [10]
Specifications of the available utjlities
6.3, YBUCAUVE CO KNI ...oooiiiei oo [10]
Mechanical requirements
6.4, YEUCGAUVE AIBN ... [11]
Electrical requirements
6.5.  Yéucau ve nit nhAn VAN hanh ... [11]
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6.6.

6.7.

6.8.

6.9.

6.10.

7. THAM DINH THIET Bl VA NGHIEM THU

Operating button specifications

Yéu cAuvé hé théng khinén ...,

Pneumatic (Compressed air) system requirements

Yéu cAu vé vé sinh, bao tri, srachira ................

Requirements of cleaning, maintenance and repair

Yeu cau v phu KIn.... ...,

Requirements of Calibration

Yéucauvd phukidn ...

Spare parts

Hudn luydn van hanh ...

Operator training

QUALIFICATION AND ACCEPTANCE TEST

71.

7.2.

7.3.

8. HO SO DE XUAT

MUlc dd can thiét ...

Necessary conditions

Pham vi trach nhiém, nghtavu: ........................

Responsibility, obligation

Didu kien nghiémthu ...

Acceptance conditions

DOCUMENTS

9. KHAC (Lwu y dic hiét) (khéng phai GMP)

OTHERS (Majority attention) (not GMP)

9.1.

9.2.

9.3.

10. TINH TRANG BAN HANH, SUPA BOI

Thei gian bao hanh (dam bao trach nhiém sai soét)

Warranty period {guarantee fault responsibility)

Cung cap phuting dw phong ........ccoooeeeeiienel,

Spare parts supply

Badomatthong tin ...,

Information security

REVISION HISTORY

------------------

-------------------------------------------------

-----------------------

MAu/ Form: P13/F09-BI

LAn ban hanh ca miu: 20

Form's version

........................ [13]
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Cang ty Cb phan Dwoc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.

S8/ No.: ME/2025/01/URS/M314-17

1. MUC PicH
Dau tw mé&i may dd kim loai dang vién mai
cho may dap vién hién hiru clia Xwéng 1.
Nang cao ndng suét chat lwgng nham dap
ng nhu cdu chat lvong ctia EU-GMP.
2. PHAM Vi CONG VIEC
Bao gdbm nhwng khong gi¢i han trong cac
nQi dung sau:
2.1. Tén thiét bi: May do kim loai dang vién
2.2. 86 lwgng: 01 may
2.3. Vi tri lap @t Coéng ty ¢b phan Dwoc Hau
Giang — Chi nh&nh Nha may dwoc pham
DHG tai Hau Giang (Xwdng 1).
- Dia chi: L6 B2, B3 - KCN Tan Pha Thanh
— Giai doan 1, x4 Tan Phu Thanh, huyén
Chéu Thanh A, tinh Hau Giang.
~ Phong I&p d&t; Phong 044 - Khu dap vién
- Thiét bj di dong (dw kién s dung
thurdng xuyén & may dap vién T019014)
~ Ban vé dinh kém bao gém:
+ Ban vé tdng thé

1.

2.1
22
2.3.

Mau/ Form: P13/F09-B}
LAn ban hanh clia mau: 20

Form's version

PURPOSE
Invest new tablet metal detector for the existing

tableting machine of factory 1.

Upgrade the quality to meet the guality demand of EU-
GMP.,
SCOPE OF WORK

Should include but is not limited to the following

Name of equipment : Tablet metal detector
Quantity: 01 machine
Installation location: DHG Joint Stock Company —

DHG Pharmaceutical factory branch in Hau Giang
(Factory 1).

— Address: Lot B2, B3 - Tan Phu Thanh Industrial
Park — phase 1, Tan Phu Thanh Commune, Chau
Thanh A District, Hau Giang Province.

— Installation: Room 044 - Area tableting - Movable
equipment (usually use in the tableting machine
T019014)

— Aftached drawing:

+ Overall layout

Hinh 1. Ban vé téng thé Chi nhanh nha may Dwoc phdm DHG
Figure 1. Overall layout of DHG Pharmaceutical plant branch
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S6/ No.: ME/2025/01/URS/M314-17

+ Ban vé vitri |§p dat - xwdng 1: ' + Installation location - Factory 1 fayout:

i |

it

5
1

s
i
3
tr
i
i
]

W @ 00O QY 000 ©

SHTPR L s ey s T

! I !

'

:
¢ |
£ 1 H ' i :
?m_,,fmm‘_f.__. _?N_.’._ ?NT_‘_.. 1 m__f__ .?fﬂ__f_.._ mw N__’._

o e O o R

Hinh 2. Ban v& mat bang Xwéng 1
Figure 2. Factory 1 layout

+ Ban vé phong 1&p dat thiét bi | + Installation room layout

w} -y . w&p;;-m
N ;7 N
] Lo BAO PRI ¢ E
FRUCOATHG | DA VEN 7
e PACOLETS S0RACE | omar 4
' 46 ] cowmstes
A : 0642
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* . i N
mashine & FAM COATNG ] SARESSND i
; ! al ; 043
; o o wewend
a T7 BADPHM YesaG Fo
~ TN COATNG f APEATALE
- ‘ X
fd“\v,__! : et a
[\/‘ — R

Hinh 3. Ban v& mat bang phong 1ap dat
Figure 3. Installation room layout
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~  Diéu kién méi trvérng phong: — Room conditions:
+ Nhiét do: 22 +5°C + Temp:22+5°C
+ Am dd: 50 £ 15 %RH +  Humidity: 50 + 15 %RH
+ Cép sach: D + Cleanliness: grade D
2.4. Pham vi trach nhiém, nghia vu: Theo bang | 2.4. Scope of responsibilities and obligations: Follow the
dU’é’I table below
Trach nhiém,
nghia vu
Phan loai No6i dung céng viéc Responsibilities and Ghi cha
Classification Content obligations Remark
Déi tac DHG
Partner
Thiét ké&/ Design A H
Ché taof Fabrication A B
FAT H =
Van chuyén/ Transportation A [ Incoterm: DDP
Hé théng, L&p d&t installation 2 =]
thiét bi/ bidu chinh/ Adjustment “ =
Systems, equipment 3 -
Tham dink/ Qualification B A
SAT A A
Huén luyén nhan vién/ Training for staff A =
Kiém tra trong qua trinh san Xu&Y Check in = 7
the actual production
Cdi tao hé thong, thiét bj phu tr' dap teng o -
Phu tro/ van hanh/ Renovating upstream utility
Utility works Két ndi véi hé théng phuy tro/ Connecting = o
utilities
Thay dbi kién triic/ Architecture works = =
Khac/ Others Vat liéu van hanh thi¥/ Preparing the Material for 5 A
FAT, Qualification, SAT {including preparing cost)
G&i nguyén ligu (bao gdm chi phi gri)/ = =
Sending the material (including delivery cost)
Chi phi nhan sy thire hién FAT (vé may bay,
khach san,...} cho ... ngudi / cost for FAT = H
executing (airplane ticket, hotel fee,...) of ... people
Di d&if pha d&/ thanh ly/... may hién hiru/
Relocating/ demolition/ liquidation/... of an existing = H
machine
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Cong ty Cé phan Dugc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO BIEN/ ME DEPT.

S6/ No.: ME/2025/01/URS/M314-17

2.5. Thoi han giao hang theo hop déng (khéng
phai GMP):
5 thang ké ttr khi xac nhan dat hang.
2.6. Pidu kién bao gia va thanh toan (Theo yéu
cau clla DHG) (Khaéng phai GMP)
Péi véi Nha cung cp nwéc ngoai co it nhét 1
dai dién tai Viét Nam
Ban sao gidy chirng nhan dang ky kinh doanh,
gidy phép lién quan.
Bao cdo fai chinh kiém toan/ndp cho co quan
thué cac ndm 2022. 2023, 2024.

Cé liét ké cac dw an da thye hién twong tw. Cb
hop ddng, bién ban nghiém thu, ban giao dua
vao st dung/bién ban thanh Iy hop déng.

2.6.1. Bang bao gia:
+ Phai co tén cong ty, chir ky, déng dau.

+ Thé hién chi tiét cac déc tinh, thong sb
ky thuat thiét bi, cac wu diém ndi bat
thiét bi.

+ Thé hién nwdc san xust, ndm san xuat.

+ Bao gia ¢o6 thdi han ttr 2 thang trd [én
ké tlr ngay bao gia c6 hiéu lyc

+ Co6 ghi thoi gian bao hanh thiét bi, téi
thiéu 12 thang ké tir ngay nghiém thu.

+ Bao gia bao gdm tat ca chi phi thudc
pham vi nha thau thwc hién theo URS.

+ Bao gdm tat ca chi phi co lién quan
Bao gia ghi ré6 da c6 hay chwa cd bao
gdm thué VAT.
2.6.2. Thanh toan
+ Ung truwde 20 % gia tri hop déng ngay
sau khi ky hop déng va DHG nhan dd
hd so thanh toan..

Mau/ Form: P13/F09-B!
Lan ban hanh cla mau: 20

Farm's version

2.5. Delivery time according to the contract (not GMP)

5 months upon receipt of order

2.6. Conditions for quotation and payment (According
to DHG's request) (not GMP)

For foreign suppliers with at least 1 representative
in Vietnam

Copy of business registiration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2022, 2023, 2024.

been
reports,
reports

List of similar projects that have
implemented. Contracts, acceptance
handoverfcontract  liquidation
available.

2.68.1. Quotation:

are

+ Must represent company name, signature,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+  Show country, time of manufacture.
+ Quotations are valid for 2 months or mare
from the effective date of quotation.

+ Must have warranty duration, at least 12
months after acceptance.

+ The quotation includes all costs within the
scope of the contractor's performance under
URS.

+ Include all relevant cost.

+ Must notify including VAT ar not.

262 Payment

+ 20% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..
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Mau/ Form: P13/F09-B|
Lan ban hanh cia méu: 20

Form's version

+ 50% sau khi hoan thanh nghiém thu

SAT va DHG nhan da hd so thanh toan

+ 30% con lai sau khi hoan tat nghiém thu

hop déng va DHG nhan dwoc bao lanh
bao hanh.

+ Dong tién thanh toan: Viét Nam Bdng.
2.6.3 Bao lanh thanh toan
+ Béo lanh dw thiu: 3% gia tri woc tinh

clia gdi thau, co hiéu lwc tir ngay phat
hanh dén 30 ngay sau thdi diém déng
thau.

+ Bdo lanh tam (rng: twong dwong gia tri

tam trng, cd hiéu lwc tlr ngay phat hanh
dén khi gia trj tam (ng dwgc hoan tra
hoan toan.

+ Bao lanh thye hién hgp ddng: Ti thidu

10% gia tri hop ddng, co hiéu lwe tir
ngay phat hanh dén khi két thic cac
nghia vy hop déng.

+ Ba&o lanh bao hanh: Téi thiéu 5% gia tri

hop ddng, ¢ hiéu lwe tir ngay nghiém
thu dua vao st dung dén két thuc thoi
gian bao hanh.

+ 50% after completing SAT acceptance and
DHG receives  complete payment
documents

+ remaining 30% after completing the contract
acceptance and DHG receives the warranty
guarantee.

+ Payment currency : Viet Nam Dongs.
2.6.3 Payment guarantee:

+ Bid security: 3% of the estimated value of
the bid package, valid from the date of issue
until 30 days after the bid closing date.

+ Advance payment guarantee: equivalent to
the value of the advance payment, valid from
the date of issue until the advance payment
is fully repaid.

+ Contract performance guarantee: Minimum
10% of the contract value, valid from the
date of issue until the end of the contractual
obligations.

+ Warranty guarantee: Minimum 5% of the
contract value, valid from the date of
acceptance and putting into use until the end
of the warranty period.

3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS

3. CAU TAO HE THONG/ THIET BI

STT Hé théng/ Thiét bi So lwong Ghi chu
Ordinal System/ Equipment Quantity Note
1 May do kim loai/ Metal detector 01
5 Ha d6 cao clia phiéu chira vién/ 01
Lower the height of the pellet hopper
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PHONG CO BIEN/ ME DEPT. Form’s version
Sé/ No.: ME/2025/01/URS/M314-17
Khi nén
Compressed air
| May dap vién |
Tablet pressing
- machine
Electric i: I
cabinet o e - -
L ) 7 ol 2700
/ . 1
H [ ‘ = [ May do kim loai
F == “ My lau l Metal detector |
L{ §| { vién ey -
[ sy hat | Tablet £y T L
8 "Lb’::l“' 1100 o deduster il .dé\‘:ij-:' - i
[ Dust | 4 : _]
N collector | > L ]j% i 3
- B N I 4}_?9_ ’ H AT5
T __;;‘ e == _f).._. ) Ny ]
- Ha db cao
Low height

Mau do/Red: Pham vi cong viéc nha thau/ Manufacturer's scope of work  * Ghi cht: don vi do dd dai la mm

Mau xanh/Blue: Pham vi céng viéc ctia DHG/ DHG's scope of work

4. THONG SO SAN PHAM VA CAC TIEU CHi

Hinh 3. So dd bd tri may
Figure 3. Layout drawing of machine arrangement

4.1 Théng sb san pham:

Danh muc san pham va cac théng sb lién

qguan cho may dap vién:

Kich thuéc vién nhd nhat va lén nhét

PROCESS

4.1 Product parameters:

Note: Measuring unit of length level is mm

4. SPECIFICATION AND CRITERIA OF PRODUCT/

Product list and the related parameters for tablet

machine:

Smallest and largest tablet size

Kich thwéc vién Bé day vién | Trong lwgng
Hinh dang Tablet Dimension Tablet vién
STT o . "
No. vien (mm) Thickness Tablet Weight
Tablet shape Dai Rdng Pwong kinh (m (mg)
Length Width Diameter m) g
1 Caplet 7.93-19.72 | 3.96-9.08 2.90 - 8.49 93 - 1191
2 Oval 7.59-19 4.01-934 2.32 -6.89 85 — 762
3 | Round tablet 6.01 —14.05| 2.66 —6.49 86 — 945
4 Hexagonal |12.98 —13.03|14.90 —14.95 6.03 - 6.37 808 — 841
5 Triangular | 7.43 -7.47 3.75-4.65 167 — 207
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5. YEU CAU VE HE THONG / THIET B|
-~ Kich thwéc miéng hdm phl hop véi kich
thwée vién cla cac san pham trong danh
muc san pham & muc 4.
— Néng suét do kim loai téi thidu d6i vai vien
caplet: 129.600 vién / gio.
- Dd nhay:
+ Hinh cdu @ 0.25 mm Fe
+ Hinh ciu @ 0.30 mm Non-Fe
+ Hinh c&u @ 0.40 mm thép khéng ri
— Chiéu cao nap vién clia may do kim loai
cho phép diéu chinh d& dang va phai
twong thich vai chidu cao ra vién clia may
lau vién (thdng tin tham khao ~ chidu cao
ra vién cta may lau vién ia 750 mm).
— Thoéng tin tham khdo: Chiéu cao thiing
chira vién & cudi day chuyén 475 mm.
— Trang bj banh xe gitp hé tre di chuyén cua
may dugc dé dang.
6. YEU CAU CHUNG
6.1. Phit hop vai luat, cac qui dinh va tiéu chuén
— Tiéu chudn GMP: Thiét bi phai dap tng
tieu chuan WHO-GMP, EU-GMP, GMP
Nhat Ban, PICs-GMP.
~ Tiéu chuén dién: thiét bj phai dat tieu
chuén IEC ho3c ISO.
- B0 on: khéng vuot qua 85 dB trong pham
vi 1 mét.
6.2. Hé théng phu tro s8n cé
~ Ngudn dién:
1+ 230VAC (+5%, -10%) - 1pha - 50Hz.
- Khi nen: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).
6.3. Y&u cu vé co khi
— Céc chi tiét tiép xuc véi truc tiép san
pham: 1am tlr inox 304 hodc 316L; nhua

Mau/ Form: P13/F09-BI
L&n ban hanh ctia mau: 20
Form’s version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

— The size of the detector entrance mouth is
suitable for the tablet dimensions of the
products in the product list at the articie 4.

- Minimum capacity of metal detecting in case of
caplet shaped tablet : 129,600 tablets / hour.
- Sensitivity:
+ Sphere @ 0.25 mm Fe
+ Sphere @ 0.30 mm Non-Fe
+ Sphere & 0.40 mm Stainless steel

- The inlet height of the tablet metal detector
must be adjustable and appropriate with
discharge chute of tablet deduster (reference
information ~ the height of discharge chute of
tablet deduster is 750 mm).

- Reference information: The height of the tablet
container at the end of the line is 475 mm.

— Equipped with wheels/casters to support the
movement of machine easily.

6. GENERAL REQUIREMENTS
6.1. Comply with Law, Regulation and Standard

— GMP standard: Equipment must satisfy the
such standards WHO-GMP, EU-GMP, Japan-
GMP, PIC/s-GMP.

- Electrical standard: Equipment must satisfy IEC
or 1S0.

— Noise: not more than 85dB within 1m distance.

6.2. Specifications of the available utilities
—  Power supply:
+ 230VAC (+ 5%, -10%) - 1 phase - 50Hz.

- Compressed air; 0.60 MPa - 0.65 MPa (6 bar -
6.5 bar).

6.3. Mechanical requirements
— The component direct contacts to the product:
made of SUS 304 or SUS 316L; applicable
Plastic & Resin for drug (or equivalent
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Céng ty Cb phan Dwoc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.

S4/ No.: ME/2025/01/URS/M314-17

va keo dwoc phép diing trong dwoec phdm
(hodc twong duong), khéng duoc xay ra
phan (rng hoa hoc gay anh hwéng chét
lwong san pham.

— Nha thau can cung cap bao cao tham dinh -

vat lidu (mill test).

MAu/ Form: P13/F09-BI
LAn ban hanh cGa mau: 20

Form's version
materials), must not have chemical reactions

that could affect the product quality.

The vendor needs to provide the report of
Material test certificate (Mill test certificate).

6.4. Yéu cau vé dién 6.4. Electrical requirements

— Bao vé quéa dong: may phai dwoc trang bi
thiét bj bao vé qua dong.

— Bao vé ro ri dién: Thiét bi can co6 day tiép -
dat.

— Nhiét dé hién thj kidu sé nguyeén. -

~ Sau khi mat dién: may khong dwoc ty -
dong chay ma phai dwec khéi déng lai boi
nguwdi van hanh.

— Khi co sy cd mat dién: cac d lidu van -
hanh dwee lwu lai va cé thé st dung khi
c6 dién trd lai.

— Tu dién yéu cau cu thé tinh nang chéng -
nwéce bui.

~ Nt dirng khan cap dwgc dat & vi trl thuan -

tién @& dirng may ngay lap tie.

Overcuwrrent protection: Machine needs to have

an overcurrent protection device.

Leakage protection: Machine needs fo have
Earth wire.

Temperature is displayed in integer.

After power failure, Machine must not work

automatically. It must be manually started.

Whenever the power failure happends, the
operation data must be saved. It can be used

when power is back,

Electrical cabinet: Water, dust proof property is

required.

The emergency button should be intentionally
placed to convenient stop the machine

immediately.
6.5. Y&u cAu v& nut nhan van hanh: 8.5. Operating button specifications:
Mau sic Ghi chu
Color Remark
Nt kh&i dong/ Start button Xanh/ Green
NGt dirng/ Stop button D6/ Red
NGt dirng khan cAp/ Emergency 58/ Red Kiéu: xoay d& mé& khéa
button Type: Turn-reset
Nut reset/ Reset Vang/ Yeilow
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Dén bao hiéu kiéu thap: trong trweng hop
thiét bi c6 lap dat cot dén bao hidu thi theo
yéu cau clia bang dudi day;

Mau/ Form; P13/F09-BI
LAn ban hanh cia mau: 20

Form's version

-~ Signal tower lamp specifications: In case that
machine have Signal tower lamp, it should
comply with followings:

Mau sdc Ghi chu
Color Remark
Dirng/ Stop P&/ Red
Bao ddng/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green
6.6. Yéu ciu vé hé théng kKhi nén 6.6. Pneumatic {Compressed air) system requirements

Thiét bj phai c6 bd chinh ap khi nén va loc
phi hop.

6.7. Yéu cau vé vé sinh, bao tri, sira chira 6.7.

Nha thau can cung cap di lidu “dién tich
tiép xtc v&i san phdm (cm?)” cho qua trinh
thdm dinh vé sinh cha DHG.

X ly b& mé&t cac chi tiét tiép xtic trwe tiép
voi san pham: phéai nhan bong dé dé vé
sinh.

Vo bao che: Thiét bi sé dwec lap dat trong

phong sach (c&p sach D) nén vo bao che
phai dwgc lam bang inox 304 (ho#c véat
liéu twong dwong).

Khung may cé két cdu cirng virng, it rung
déng khi van hanh.

Hé truyén dong duwoc thiét ké hoat dong
&n dinh va lién tuc.

Cac bd phan chuyén déng phai duwoc bao
che day di dé dam bao an toan va tranh
tap nhiém.

D& vé sinh: May duwoc thiét k& dé va sinh
& tAt ca cac bé mat, thiét k& sao cho d&
dang kiém tra cac b& mét sau khi vé sinh.
DE thay déi bd phan may: May phai duwgc

thiét ké dé& dé thay ddi cac bd phan may.

- The machine must have an appropriate
regutator (to control the prassure) and filter.

Requirements of cleaning, maintenance and repair

—~ The vendor needs to provide the data of
“Surface area (cm?)” for DHG's Cleaning
validation business.

— Surface finishing of the components in direct
contact with the product: It must be smooth for
gasy cleaning.

- Exterior coverage: the machine will be installed
in the clean room {Grade D) so its exterior
coverage shouid be made of SUS 304 (or
equivalent materials).

~ Machine frame would be steady structure with
low vibration during the operation.

- Driving system must be designed for stable and
confinuous operation.

~ The moving parts need to be covered
adequately for safety and prevention of the
contamination.

- Easy to clean: Machine must be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

- Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Yéu cau vé phu kién
~ Nha thau can cung cép cac vat tv tiéu hao
trong vong 1 nam.
—~ Nha thau can cung cép danh sach phuy
kién cung v&i bao gia.
6.9. Huan luyén van hanh
—~ Nha thau phai td chirc huan luyén cho
ngudi st dung vé trinh t van hanh va vé
sinh may cting nhw phwong phap thao I3p
may va bao tri.
6.10. Yé&u cau vé nhan dinh dang

— Cac thiét bj phai dwoc dat méa sé va duoc

dan nhan nhan dang.
7. THAM PINH THIET B| VA NGHIEM THU
7.1. Mtrc 08 can thiét
Tién hanh chon céac diéu kién dwéi day

Mau/ Form: P13/F09-BI
LAn ban hanh clia mau: 20

FForm's version

6.8. Spare parts

The vendor needs to provide the consumable
spare parts for 1 year.

The vendor needs to attach the spare parts
checklist together with the quotation.

6.9. Operator training

The vendor needs to hold a training course for
the operation and cleaning sequency as well as
the assembly, dismantle and maintenance
instruction.

6.10. Requirements for identification labels

Devices must be coded and labeled with
identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below

Piéu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT = A
SAT A |
Tham dinh/ Qualification va =
CSV (Computerized System Validation) = A

7.2. Pham vi trach nhiém, nghia vu:

7.2. Responsibility, obligation

. n Trach nhiém, nghia vy L
CO?Q :".30 Responsibility, obligation Ghi chu
asks T Not,
Péi tac/ Partner DHG oe
Thue hién ty kiém tra truéce khi .
£ > Thyre hién/
i xuat xueéng/ Check machine before
Tw kiém tra ) execute
. release the machine
Seltchecking 325 a0 tw Kidm tra trwdc khi
xuét xwdng/ Report
Pé cuwong/ Protocol
FAT Thire hién/ Execute
Bang ghi chép két qua/ Report
Kiém tra Bang d& cuwong/ Protocol Soan thao/ Phé duygy
xac nhan s , prepare Anarevit
hidm th Thue hién (Lam thue te)/ Thue hién/ Nhan chirng/
ngniem tu Execute execule witness
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ca . Trach nhiém, nghia vu o
ong viec Responsibility, obligation Ghi chu
Tasks - Note
Doi tac/ Partner DHG
SAT Béo c4o/ Report Soan thao/ Phé duyét/
prepare approve
Bang dé cwong / Soan thao/
Protocol prepare
DQ Thirc hién/ Execute Thirc hign/
execute
Bao caof Report Phé duyet/
. approve
Bang de cwong/ Soan thao/
Protocol prepare
Thye hién (Lam Thirc hién/
1Q g
thue té)/ Execute execute
Bao caof Report Phé duyet/
approve
Bang dé cuong/ Soan thao/
Thim di Protocot prepare
Qu:i?gcatiigrn] 0Q Thure hién (Lam Thue hign/
thuc t€)/ Execute execute
Bao cao/ Report Phé duyet/
approve
N Biéu mAu/Form
E}‘ﬁ%n Thue hisn (Lam
Calibration thuwe té)/ Execute
Bac cao/ Report
Bang dé cuong / Soan thao/
Protocol prepare
PQ Thipe hién (Lam Thire hién/
thirc té)/ Execute execute
Bao cao/ Report Phé duygt/
approve

7.3. Diéu kién nghiém thu
7.3.1. V& hd so: Nha san xuét ban giao day du

7.3.2.

7.3.3.

7.3.4.

hd so theo dé& xuat clia cong ty.

V& thiét bi: Ban giao day da thiét bj kém
theo, d nghé va phu tung thay thé dw
phong.

V& van hanh; Thiét bj hoat dong chinh
x&c, 6n dinh (loai bd dwgc chinh xac mau
chtra kim loai).

V& san phdm thuye hién OQ va SAT: Nha
cung cap cung cap mau thir két hop voi
san pham dé thwe hién

7.3. Acceptance conditions

7.3.1.

7.3.2.

7.3.3.

7.3.4.

Document; Supplier submit all document which
DHG proposed.

Device: Handover all accessory, tools, spare
parts.

Operation: The machine must be reliable (exactly
reject the sample that contaminates the metal}.

Equipment runs on products below for OQ and
SAT: Supplier provides test samples combined
with products for implementation
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8. HO SO PE XUAT

Hay cung cAp cac hd so dwge néu bén duéi:

Mau/ Form: P13/F09-BI
Lan ban hanh clia mau: 20

Form's version

8. DOCUMENTS

Provide documents below:

Coéng viéc Hé so Sé lweng Ghi chG
Process Document Guantity Note
H& so thong sb k§ thuat/ Documents and 01 B/
. drawings 01 Set
Ho so -
e f , 01 B&/
bdo gia Bao gia/ Quotations
d 01 Set
Quotation X 04 Bo/
Hop dong/ Contract 04 Set :
Béng thang sb ché tao/ Specification 01 Bo/ B a0
Hd so xac nhan | documents and drawings 01 Set (phé duyét)
thidt kél _ ~ _ _ ) _ For confirmed purpose
Desi FS (Pac diem ky thuat chirc néng) cho
esign
csv
FS (Function Specification} for CSV
"!‘:3 SO pé cwrong va ké hoach/ Protocol
thiet ke/
ba Bao cao/ Report
, ] Bao gom cac chivng
Tw kiém tra/ Bao cao nha san xuat tw kiem tra trude 01 B%/ nhan kiém fra cac b
Self-checking khi xuat xwdng/ Report 01 Set phan chinh/ including
main parts certificates
H3 so FAT/ Pé cuwrong/ Protocol
FAT documents | gang ghi chép/ Report
; 2 01 B&/
HB so Pé cwong kiém tra/ Protocol 01 Set
kiém tra va xac . ez 01 Bo/
nhan nghiém thu/ Bang ghi chép kiém tra/ Report 01 Set
SAT documents s a . 02 B/
Bién ban nghiém thu/ acceptance minutes 02 Set
D | 1Q
& cuong
Protocol 09 =
Hb so thdm dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham o0a
dinh/ Report - <
Hiéu chuan/ Caiibration
Huwdng dan van hanh/ Operation instruction 01 Bo/
) " ) 01 Set )
Khac Bf’m vfz téng théitr%ng,thiét bl hinh cac 01 Bo/ K:[n gi;algl_(ihimg
Others b phéan, ban vé bo tri/ Drawing: general, 01 Set nhan vat liéu

parts, equipment position

Ban vé lién quan dén dién, cac dung cu
do dac/ Electrical diagram, measuring tools

Inciuding Mill sheet
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9. KHAC (LUU Y DAC BIET) (KHONG PHAI
GMP)
9.1. Th¢i gian bao hanh (ddm bdo trach

nhiém sai sot)

Bén cung cap thiét bi phai dam bao thiét
bi dap rng du cac thong sb ky thuat-chat
lwgng ma Dwoc Hau Giang da dat hang.

Thiét bi phai dap (rng san xuét duoc cac
sén pham ma Dwoc Hau Giang d& néu
trén. Truwdng hop ma thiét bi khéng dap
ng san xuét cho 1 san phdm nao do ma
nguyén nhan thudc vé thiét bj thi nha cung
cép phai khdc phuc va chiu chi phi vé vén
aé do.

Thoi gian bao hanh tdi thiéu 12 thang tinh
ttr ngay nghiém thu thiét bj.

9.2. Cung cép phu tiing dy phong

Nha cung cép phai cung cap day dt va kip
th&i cac phu ting d phong ma Dwoc Hau

Giang yéu cau.

9.3. Bao mat théng tin

Tat ca théng tin dwoc trinh bay va bi mat
kinh doanh cla ca hai bén chi dwoc s
dung cho trwdng hop nay va khéng duwoc
tiét 16 hodc dwa cho bén thir ba

Tredng hgp song phwong cé thanh qué
tle y twéng, phat minh trong qua trinh thiét
ké va s dung hé théng/ thiét b trong hop
ddng mang lai. Néu ¢6 dy dinh ndp don
xin quyén s& hiu cdng nghiép, can thdng
bao trudc cho di tac, cling thao luan va
dwa ra quyét dinh.

Mau/ Form: P13/F09-BI
Lan ban hanh ctia m3u: 20

Form's version

9. OTHERS (Majority attention) {(not GMP)

9.1

9.2.

9.3.

Warranty period (guarantee fault responsibility)

The equipment supplier must ensure that the
the
specifications and quality that DHG Pharma

equipment must be reached all
has ordered.

The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equipment, the supplier must fix it and bear

the cost of that problem.

Warranty duration: at least 12 months from

acceptance test,

Spare parts supply
Supplier must provide sufficient and timely
spare parts required by DHG Pharma.

Information security

All information presented and trade secrets of
both parties are only used in this case and not
disclosed or given to third parties

The bilateral case results from ideas, inventions
in the design and use of systems / equipment in
contracts. If one of both parties intend to apply
for industrial property rights, need to notify the
partner, discuss and make a decision
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10.TINH TRANG BAN HANH, SUA BOI

Mau/ Form: P13/F09-BI

Lan ban hanh ctia mau: 20

Form's version

10. REVISION HISTORY

Muc
Section

N6i dung stra doi
Content

Lan ban han

h/ Version:1 , Ngay phé duyét/ Approved date: .....

A18./04]1025
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DHG PHARMA

Vi ml cufc sdng khée dgp hon

System/Equipment:

YEU CAU NGUOl SU DUNG
Hé thong/Thiét bi:
MAY DO KIM LOAI DANG VIEN
USER REQUIREMENTS SPECIFICATION

TABLET METAL DETECTOR

Form

e Mau: P13/F09-BI

e LAn ban hanh clia mau: 20
Form’s version

Sé / No.:

ME/2025/01/URS/M314-18

Version

LLAn ban hanh: 1

® Tén hé thdng/thiét bi/System/equipment name: May do kim loai dang vién/ Tablet metal detector
® Ma sb hé thdng/thiét bi/System/equipment code: M314-18
® Model (Néu co/if any): N/A

® |y do ban hanh/Reason for issued:

A Lép mai

New installation

B Khi co thay ddi
When changing

® Phong ban st dung/Department name: Xwéng 1/ Factory 1

Ho va tén Ky tén Ngay
Full name Signature Date
Ngui thue Nguyén Tan Pat _\J
hié Nhan vién Té thiét bi san xuét/ s A 9 [9099C
ién ( € Vdi/\/ 28 [02/2025

Implemented by

Staff of Production Equipment Group)

Nguwdi xem xét
Reviewed by

Nguyén Van Phi
(T4 trwedng T6 thiét bi san xuat/

Team leader of Production Equipment Group)

=

ooy 2025

Nguoi xem xet

Lé Hiru Hanh

Reviewed by (Quén déc xwdng 1/ ’J/(;/(//L (/ 25{/{‘1/,{(2 -
Manager of Factory 1) p—— i

Nguwdi xem xét Tran Minh Luan

Reviewed by (Trwdng Phong nghién ctbu va phat trién/ ///CC(’M& :2_5;//(\2/202 IS

RD Manager) o

Nguoi xem xét Tran My Thién

Reviewed by (Phé Phong Co dién/ [//Q; p§ [02]2005
Deputy Head of ME)

Nguoi phé Tran Binh Thuan

duyat (Trwdng Phong Quan Iy chét luvong/ WUl | 29 /0 L/L0AE

Approved by

QM dept. Manager)
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PHONG cO’ BIEN/ ME DEPT. Form's version

S6/ No.: ME/2025/01/URS/M314-18

MUC LUC/ INDEX

1. MUC DICH oot e et e [4]
PURPOSE
2. PHAMVICONG VIEC .....oviiieeeee oo ee e e [4]
SCOPE OF WORK
21, Té&nh&thdng/thidt bi: .......cooooi [4]
Name of the system/equipment
2.2, SOIPONG: i [4]
Quantity
230 Vi I8p @8t oo . 14]

Installation location

2.4.  Pham vi trach nhiém, nghia vu: Theo bang dwéi ........................... [6]
Scope of responsibilities and obligations: Follow the table below

2.5.  Theoi han giao hang theo hop ddng (khong phai GMP): ... {7]
Delivery time according to the contract (not GMP)

2.6. Diéu kién bao gia va thanh toan (Theo yéu ciu ciia DHG) (Khéng phai GMP):
Conditions for quotation and payment (According to DHG's request) (not GMP)

............................................................................................ [7]
3. CAU TAO HE THONG/ THIET Bl e [8]
CONFIGURATION OF SYSTEMS
4. THONG SO SAN PHAM VA CAC TIEU CHI wvvvveeeeeoe oo [9]
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
5. YEU CAU VE HE THONG/THIET Bl ..eeeeeeereeee oo ee e [10]
REQUIREMENTS OF SYSTEM/EQUIPMENTS
6. YEU CAU CHUNG vttt [10]
GENERAL REQUIREMENTS
6.1, Phu hop véi Luat, cac quidinh vatiéuchudn .............................. [10
Comply with Law, regulation and standard
6.2. HEthong phu tro SBN €O .....oooi oo [10]
Specifications of the available utilities
6.3.  YEUCAUVE CO KNI ... [10]
Mechanical requirermnents
6.4, YEUCAUVE AIBN ..ot [11]
Electrical requirements
6.5. YéucduvénGtnhdnvan hanh ... [11]
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6.6.

6.7.

6.8.

6.9.

6.10.

7. THAM DINH THIET B] VA NGHIEM THU

Operating button specifications

Yéu cAuvd hed thdng khinén ...,

Pneumatic (Compressed air) system requirements

Yéu ciu vé vé sinh, bao tri, strachtva ................

Requirements of cleaning, maintenance and repair

YU cAU V& PhUKIBN. ... oo

Requirements of Calibration

Yéu cAu VB PhuKIBN ...

Spare parts

Hudn luydn van hanh ...

Operator training

QUALIFICATION AND ACCEPTANCE TEST

7.1.

7.2

7.3.

8. HO SO DPE XUAT

MPC A8 CANthidt .o e

Necessary conditions

Pham vi trach nhiém, nghiavu: ...

Responsibility, obligation

Pidu kidn nghiém thu ...

Acceptance conditions

DOCUMENTS

9. KHAC {Lwu y dic biét) (khéng phai GMP)

OTHERS (Majority attention) {(not GMP)

9.1.

9.2.

9.3.

10. TINH TRANG BAN HANH, s(rA BOI

Thevi gian bao hanh (d&m bao trach nhiém sai sét)

Warranty period {guarantee fault responsibility)

Cung cap phy ting dw phong ...,

Spare parts supply

Badomatthong tin ...

Information security

REVISICN HISTORY

-------------------------------------------------

Mau/ Form: P13/F09-BI

LAn ban hanh clia mau: 20

Form's _version

........................ [13]
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Cong ty C6 phan Dwec Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO BIEN/ ME DEPT.

Sé/ No.: ME/2025/01/URS/M314-18

1. MUC BicH
Pau fw moi may do kim loai dang vién méi
cho may déng nang hién hiru clia Xwéng 1..
Nang cao néng suét chat lwgng nhidm dap
tng nhu cau chét lwong clia EU-GMP.,
2. PHAM VI CONG VIEC
Bao gdm nhwng khéng gi¢i han trong céc
noi dung sau:
2.1. Tén thiét bj: May dé kim loai dang vién
2.2, 86 lwgng: 01 may
2.3. Vi tri 1&p d&t: Cong ty ¢d phan Duwoc Hau
Giang — Chi nhanh Nha may duoc pham
DHG tai Hau Giang (Xwédng 1).
~ Dia chi: L6 B2, B3 - KCN Tan Phd Thanh
- Giai doan 1, x8 Tan Pht Thanh, huyén
Chau Thanh A, tinh Hau Giang.
~ Phong I&p d&t: Phong 095 - Khu dap vién
- Thiét bj di déng (dw kién s dung
thwdng xuyén & may dap vién T028001)
— Baén v& dinh kém bao gdm:
+ Bén vé tbng thé

1.

2.1.
2.2,
2.3

Mau/ Form: P13/F09-B|
Lan ban hanh cta mau: 20

Form'’s version

PURPOSE
Invest new tablet metal detector for the existing
capsule filling machine of factory 1.

Upgrade the quality to meet the quality demand of EU-
GMP.
SCOPE OF WORK

Should include but is not limited to the following :

Name of equipment : Tablet metal detector
Quantity: 01 machine

Instaltation location: DHG Joint Stock Company —
DHG Pharmaceutical factory branch in Hau Giang
(Factory 1).

-~ Address: Lot B2, B3 - Tan Phu Thanh Industrial
Park — phase 1, Tan Phu Thanh Commune, Chau
Thanh A District, Hau Giang Province.

~ Installation: Room 095 - Area tableting - Movable
equipment (usually use in the tableting machine
T028001)

~  Altached drawing:

+ Overall layout

Hinh 1. Ban vé tong thé Chi nhanh nha may Dwoc phdm DHG
Figure 1. Overall layout of DHG Pharmaceutical plant branch
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+ Ban vé vitri 1ap dat - xwéng 1

MAau/ Form: P13/F09-Bi
LAn ban hanh cia mau: 20

Form's ve

rsion

+ Installation location - Factory 1 fayout:

8§§
i
|
off
£y
&
&
&
g |
D
&
@
et
£
il
8§ %Qﬁ i 1 _r‘.ii!-‘-f-';réé**é" SPTEET LR L e 1 v
A ; D /\ i i i | i ! ! N
‘:?w.;wmm;ﬁ_m_.;"m%_m_;__m O S st el B P O WL R
65 6 0 06000 DO 6 D 6 0 6 © © 0O
Hinh 2. Ban vé mat bang Xwdng 1
Figure 2. Factory 1 layout
+ Ban va phong lap dat thiét bj l + Installation room layout
A | M6 LN | AN
<=
Y1 W1
oo T/ T DI 24?5”‘:??% - =
r— ANG RONG ¢ | |
éy dug nan EMPTY P GOl
+————»| Capstie filing ARDCAPSULE |  SACHETFILUNG 3\95“3?5‘}'@{?38 DONG NANG
machine CAPSULE FHAING
098 097 096 O%T
/ \ \ 39400 Y
\/l DAP VIEN DAP VIEN i P.KIEM vssu\/
TABLEY TABLET INSPECTORS OFFICE
\4 COMPRESSING COMPRESSING [ _ ; )

—  Pidu kién mai trreerng phong:

+ Nhiétdé: 22 +2°C
+ Am do: 35+ 5 %RH
+ Céapsach: D

Figure 3. Installation room layout

Hinh 3. Ban v& mét bing phong 1ap dat

— Room conditions:
+ Temp:22+2°C
+ Humidity: 35 £ 5 %RH

+ Cleanliness: grade D
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PHONG CO' DIEN/ ME DEPT.
S&/ No.: ME/2025/01/URS/M314-18

2.4, Pham vj trach nhiém, nghia vu: Theo bang

2.4, Scope of responsibilities and obligations: Foliow the

duwdi table below
Trach nhiém,
nghia vu
Phan loai N&i dung cong viéc Responsibilities and Ghi chu
Classification Content obligations Remark
Péi ta
tac DHG
Partner
Thiét ké&/ Design A =
Ché tao/ Fabrication A 5
FAT = =)
Van chuyén/ Transportation A H Incoterm: DDP
Hé théng, L.&p dat/ Installation “ =
thiet bif Bidu chinh/ Adjustment v =
Systems, equipment T -
Tham dinh/ Qualification F vl
SAT A A
Huén luyén nhan vién/ Training for staff A =
Kiém tra trong qua trinh san xuAt/ Check in
= 1%
the actual production
Céi tao hé thong, thiét bi phy tro dap tng 5 o
Phu tro/ van hanh/ Renovating upstream utility
Utility works Két ndi véi hé théng phy tre/ Connecting = 7
utilities
Thay dbi kién triic/ Architecture works = H
Khac/ Others Vat ligu van hanh thd/ Preparing the Material for = A
FAT, Qualification, SAT (including preparing cost)
Gui nguyén liéu (bao gom chi phi gori)/ = =
Sending the material (including delivery cost)
Chi phinhan sy thue hién FAT (vé may bay,
khach san,...) cho ... nguwdi 1 cost for FAT = =
executing (airplane ticket, hotel fee,...) of ... people
Di doif pha do/ thanh /... may hién hiru/
Relocating/ demclition/ liquidation/... of an exisling = =
machine

2.5. Th&i han giao hang theo hop dang (khong | 2.5. Delivery time according to the contract {not GMP)

phai GMP);
5 thang ké t

tr khi xac nhan dat hang. 5 months upon receipt of order
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2.6. Diéu kién bao gia va thanh toan (Theo yéu
cau cla DHG) (Khéng phai GMP)

Péi voi Nha cung cAp nwrdc ngodi cé it nhat 1
dai dién tai Viét Nam

Ban sao gidy chirng nhan dang ky kinh doanh,
gidy phép lién quan.

Bao cao tai chinh kiém toan/ndp cho co quan
thué cac nam 2022. 2023, 2024.

Co liét ké cac dy an da thwc hién twong tw. Co
hop ddng, bién ban nghiém thu, ban giao dua
vao sir dung/bién ban thanh Iy hop déng.

2.6.1. Bang bao gia:
+ Phai co tén cong ty, chir ky, dong dau.

+ Thé& hién chi tiét cac déc tinh, théng sb
ky thuat thiét bi, cac vu diém ndi bat
thiét bi.

+ Thé hién nwéc san xuat, nam san xuét,
Bao gia ¢6 thdi han tir 2 thang trd lén
ké tir ngay bao gia co hiéu lyc

+ C6 ghi thdi gian bao hanh thiét bi, ti
thidu 12 thang ké tlr ngay nghiém thu.

+ Bao gia bao gém tat ca chi phi thudc
pham vi nha thau thie hién theo URS.

Bao gdm tat ca chi phi co lién quan
Bao gia ghi r6 da c6 hay chwa co bao
gbm thué VAT.
2.6.2. Thanh toan

+ Ung trede 20 % gia tri hop dong ngay
sau khi ky hop déng va DHG nhan du
hd so thanh toan..

+ 50% ngay sau khi DHG nhan day dd
thiét bi SAT va hd so thanh toan.

+ 30% con lai sau khi nha cung cap hoan
thanh viéc l4p dat, van hanh, chay thir

Mauw/ Form: P13/F09-Bl
LAn ban hanh clia mau: 20

Form'’s version

2.6. Conditions for quotation and payment (According

to DHG's request) (not GMP)

For foreign suppliers with at least 1 representative
in Vietnam

Copy of business registration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2022, 2023, 2024,

that have been
acceptance reports,
reports

List of similar projects
implemented. Contracts,
handover/contract  liquidation
available.

2.6.1. Quotation:

are

+ Must represent company name, signature,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+ Show country, time of manufacture,

+ Quotations are valid for 2 months or more
from the effective date of quotation.

+ Must have warranty duration, at least 12
months after acceptance.

+ The quotation includes all costs within the
scope of the contractor's performance under
URS.

+ Include all relevant cost.

+ Must notify including VAT or not,

2.6.2. Payment

+ 20% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..

+ 50% value of the contract amount right after
DHG receives all equipment SAT and
payment documents,

+  30%
completes

remaining
the

right after
installation,

supplier
operation,
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dat yéu cau, huwéng dan DHG st dung
thiét bj, thwc hién ky két Bién ban
nghiém thu cling v&i DHG va cung clp
ddy du hd so thanh toan cho DHG.

+ Ddng tién thanh toan: Viet Nam Déng.

2.6.3 Bao lanh thanh toan

+ Bdo lanh dy thau: 3% gia tri wece tinh
clia goi thau, c6 hiéu e tir ngay phat
hanh dén 30 ngay sau thi diém déng
thau.

+ Bao lanh tam (ng: tvong dvong gia tri
tam (rng, cd hiéu lyc tir ngay phat hanh
dén khi gia tri tam (ng dwoc hoan tra
hoan toan.

+ Bao lanh thyc hién hop ddng: Téi thidu
10% gia tri hop ddng, co hiéu lwe tir
ngay phat hanh dén khi két thac cac
nghia vu hop ddng.

+ Ba&o Ianh bdo hanh: Téi thidu 5% gia trj
hop ddng, cb hiéu lwe tir ngay nghiém
thu dwa vao st dung dén két thic thai
gian bao hanh.

3. CAU TAO HE THONG/ THIET BI

MAau/ Form: P13/F09-BI
Lan ban hanh cla mau: 20

Form's version

commissioning until passing requirement,
instruction for DHG to use the equipment,
perfomance of signing Acceptance minute
together with DHG and provide enough
payment documents for DHG.

+ Payment currency : Viet Nam Dongs.

2.6.3 Payment guarantee:

+ Bid security: 3% of the estimated value of
the bid package, valid from the date of issue
until 30 days after the bid closing date.

+ Advance payment guarantee: equivalent to
the value of the advance payment, valid from
the date of issue until the advance payment
is fully repaid.

+ Contract performance guarantee: Minimum
10% of the contract value, valid from the
date of issue until the end of the contractual
obligations.

+ Warranty guarantee: Minimum 5% of the
contract value, valid from the date of
acceptance and putting into use until the end
of the warranty period. '

3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS

STT Hé théng/ Thiét bj 54 lwong Ghi chi
Ordinal System/ Equipment Quantity Note
1 May do kim loai/ Metal detector 01
5 Ha d6 cao cla phiéu chira vién/ o1
Lower the height of the pellet hopper
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MAau/ Form: P13/F09-BI
L&n ban hanh ctia mau: 20

Form’s version

Chiéu cao ctra
Door's height = 2170

May ddéna nang
] Capsule filling /
Khi nén machine "
Compressed air —
Electric F:[ =
cabinet :i 5 7
| B 1000 2700
X 2 / | | .
: { .
Khép ndi _4C ik b 1101;\ xlad\ 3 ‘
nhanh™_|¢ Ve ITH J'
| b L. T = Y
Air Coupler :1 D.‘L ] 40 ) - T Tr* =
e .?‘?Hedm b no 7 k --_—B:“’U E j 475
N\ e
H == &
5400
Mau dd/Red: Pham vi céng viéc nha thau/ Manufacturer's scope of work * Ghi chi: don vi do dd dai la mm

Mau xanh/Blue: Pham vi céng viéc ctia DHG/ DHG's scope of work

Note: Measuring unit of length level is mm

Hinh 3. So' d6 bd tri may

Figure 3. Layout drawing

4. THONG SO SAN PHAM VA CAC TIEU CHI

4.1 Théng sé san pham:
Danh muc san pham va cac théng sé lién
quan cho may dong nang:

Kich thwdce vien nhd nhat va Ién nhat

of machine arrangement

4. SPECIFICATION AND CRITERIA OF PRODUCT/
PROCESS
4.1 Product parameters:

Product list and the related parameters for capsule
filling machine:

Smallest and largest tablet size

Chiéu dai vién

Trong lwong vién

STT| Ténratgon |Hinhdang Tablet Dimension Tablet Weight
No. Short name Shape
(mm) (mg)
1 HPC Capsul | Capsule 0 21,60 -21,68 625 — 656
2 APT 5 Capsule 3 15,43 - 15,66 218 — 253
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5. YEU CAU VE HE THONG / THIET B|
— Kich thwéc miéng ham phl hep véi kich
thwée vién cla cac san ph&dm trong danh
muc san pham & muc 4.
— Nang suat do kim loai tdi thiéu ddi véi vien
caplet: 90.000 vién/ gio.
- Dd nhay:
+ Hinh ciu @ 0.25 mm Fe
+ Hinh ciu & 0.30 mm Non-Fe
+ Hinh cau @ 0.40 mm thép khéng rf
— Chiéu cao nap vién cfia may do kim loai
cho phép diéu chinh dé& dang va phai
twong thich vai chiéu cao ra vién clia may
lau vién (thong tin tham khéo — chidu cao
ra vién cua may lau vién la 750 mm).
— Théng tin tham khdo: Chiéu cao thiing
chira vién & cudi day chuyén 475 mm.
~ Trang bi banh xe gitip hé tre di chuyén clia
may dugc dé dang.
6. YEU CAU CHUNG
6.1. Phu hop voi luat, cac qui dinh va tiéu chudn
— Tiéu chudn GMP: Thiét bj phai dap t¢ng
tiéu chudn WHO-GMP, EU-GMP, GMP
Nhéat Ban, PiCs-GMP.
— Tiéu chudn dién: thiét bi phai dat tiéu
chuén IEC hoac ISO.
— D6 &n: khdng viret qué 85 dB trong pham
vi 1 mét.
6.2. Hé théng phu tro sin cé
— Ngubdn dién;
+ 230VAC (+5%, -10%) - 1pha - 50Hz.
— Khinén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).
6.3. Y8u cau vé co khi
— Céc chi tiét tiép xic véi true tiép san
phadm: 1am tr inox 304 ho&c 316L: nhua
va keo duwoc phép dung trong duwoc phadm

Mau/ Form: P13/F09-BI
L.An ban hanh cGa mau: 20

Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

- The size of the detector entrance mouth is
suitable for the tablet dimensions of the
products in the product list at the article 4.

- Minimum capacity of metal detecting in case of
caplet shaped tablet : 90,000 tablets / hour.
- Sensitivity:
+ Sphere @ 0.25 mm Fe
+ Sphere @ 0.30 mm Non-Fe
+ Sphere @ 0.40 mm Stainless steel

— The iniet height of the tablet metal detector
must be adjustable and appropriate with
discharge chute of tablet deduster (reference
information — the height of discharge chute of
tablet deduster is 750 mm).

~ Reference information: The height of the tablet
container at the end of the line is 475 mm.

~  Equipped with wheels/casters to support the
movement of machine easily.

8. GENERAL REQUIREMENTS
6.1. Comply with Law, Regulation and Standard

—~ GMP standard: Equipment must satisfy the
such standards WHO-GMP, EU-GMP, Japan-
GMP, PIC/s-GMP.,

- Electrical standard: Equipment must satisfy IEC
or ISO.

— Noise: not more than 85dB within 1m distance.

6.2. Specifications of the available utilities
- Power supply:
+  230VAC (+ 5%, -10%) - 1 phase - 50Hz.

- Compressed air: 0.60 MPa - 0.65 MPa (6 bar -
6.5 bar).

6.3. Mechanical requirements

— The component direct contacts to the product:
made of SUS 304 or SUS 316L; applicable
Plastic & Resin for drug (or equivalent
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va keo dwoc phép ding trong dwec phdm
(ho&c twong duong), khéng dwece xay ra
phan (ng hoa hoc gay anh hwéng chat
irong san pham.

—  Nha thau can cung cép bao céo thdm dinh -

vat ligu (mill test).

Mau/ Form: P13/F09-BI
L4n ban hanh clia mau: 20

Form's version
materials), must not have chemical reactions

that could affect the product quality.

The vendor needs to provide the report of
Material test certificate (Mill test certificate).

6.4. Yéu cau vé dién 6.4. Electrical requirements

— Bao vé qua dong: may phai dwgec trang bi
thiét bj bao vé qua dong.

— Ba&o V& ro 11 dién: Thiét bi cin cb day tiép -
dat.

—  Nhiét do hién thj kiéu s6 nguyén. -

~  Sau khi mét dién: may khéng duwoc tw ~
ddng chay ma phai dugc khéi ddng lai b&i
ngwdi van hanh.

~ Khi ¢é sw c¢b mat dién; cac div liéu van -
hanh dwoc lwu lai va cé thé st dung khi
c6 dién tro lai.

~ TG dién yéu clu cu thé tinh ning chéng -
nwédc bui.

— NGt dirng khan cap dwec dat & vj tri thuén -
tién dé dirng may ngay lap tlrc.

QOvercurrent pratection: Machine needs to have

an overcurrent protection device.

Leakage protection. Machine needs to have
Earth wire.

Temperature is displayed in integer.

After power failure, Machine must not work

automatically. it must be manually started.

Whenever the power failure happends, the
operation data must be saved. It can be used

when power is back.

Electrical cabinet: Water, dust proof property is

required.

The emergency button should be intentionally

placed to convenient stop the machine

immediately.
B.5. Y&u cau vé& nit nhan van hanh: 6.5. Operating button specifications:
Mau séc Ghi chu
Calor Remark
Nt khdi ddng/ Start button Xanh/ Green
NGt dirng/ Stop button Bé/ Red
NUt dirng khan cap/ Emergency B8/ Red Kiéu: xoay d& mé khoa
button Type: Turn-reset
NUt reset/ Reset Vang/ Yeliow
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Pén bao hiéu kidu thap: trong trvéng hop
thiét bj co [ap dat cot den bao hiéu thi theo
y&u cu cha bang duoi day:;

Mau/ Form: P13/F09-BI
LAn ban hanh cia mau: 20

Form's version

Signal tower lamp specifications: In case that
machine have Signal tower lamp, it should
comply with folfowings:

Mau séc Ghi chd
Color Remark
Dirng/ Stop Do/ Red
Bao ddng/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green

6.6. Yéu cau vé hé théng khi nén

Thiét bi phai cé bo chinh ap khi nén va loc
phi hop.

6.7. Yéu cau vé& vé sinh, bao tri, sira chiva

Nha thdu can cung cap d liéu “dién tich
tiép xtc véi san phdm (cm?)” cho qua trinh
thdm dinh vé sinh clia DHG.

X0 1y bé mét cac chi tiét tiép xuc trwe tiép
v&i sdn pham: phai nhén béng dé d& vé
sinh.

V4 bao che: Thiét bj s& dugce 14p dat trong

phodng sach (cap sach D) nén vé bao che
phdi duwgc lam bang inox 304 (ho#c vat
liéu twong duong).

Khung may c6 két cdu ctrng virng, it rung
ddng khi van hanh.

Hé truyén déng duoc thiét k& hoat déng
4n dinh va lién tue.

Cac b phan chuyén déng phai dwoc bao
che ddy d0 d& dam bao an toan va tranh
tap nhiém.

Dé vé sinh: May dwoc thidt ké d& vé sinh
& tat ca cac bd mat, thiét ké sao cho dé
dang kiém tra cac bé& mat sau khi vé sinh.
D& thay ddi bo phan may: May phai duwoc
thiét ké dé dé& thay ddi cac bd phan may.

6.6. Pneumatic (Compressed air) system requirements

The machine must have an appropriate
regulatar (to control the pressure) and fiiter.

6.7. Requirements of cleaning, maintenance and repair

The vendor needs to provide the data of
“Surface area (cm?)” for DHG's Cleaning
validation business.

Surface finishing of the components in direct
contact with the product; It must be smooth for
easy cleaning.

Exterior coverage: the machine will be installed
in the clean room (Grade D) so its exterior
coverage should be made of SUS 304 (or
equivalent materials).

Machine frame would be steady structure with
tow vibration during the operation.

Driving system must be designed for stable and
continuous operation.

The moving parts need to be covered
adequately for safety and prevention of the
contamination.

Easy to clean: Machine must be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Yéu cau vé phu kién
—  Nha thau can cung cép céac vat tw tidu hao
trong vong 1 nam.
— Nha th3u can cung cép danh sach phy
kién cung vo&i bao gia.
6.9. Huan luy&n van hanh
— Nha thdu phai td chire huén luyén cho
ngudi st dung vé trinh tw van hanh va vé
sinh may ciing nhw phuong phap thao lap
may va bao tri.
6.10. Y&u ciu vé nhan dinh dang
—  Céc thiét bi phai dwoc d&t ma sb va duoc
dan nhan nhan dang.
7. THAM BINH THIET B] VA NGHIEM THU
7.1. Mirc d6 can thiét
Tién hanh chon cac didu kién duwéi day

Mau/ Form: P13/F08-BI
LAn ban hanh clia mau: 20

Form's version

6.8. Spare parts
—  The vendor needs to provide the consumable
spare parts for 1 year.

- The vendor needs to attach the spare parts
checklist together with the quotation.
6.9. Operator training

- The vendor needs to hold a training course for
the operation and cleaning sequency as well as
the assembly, dismantle and maintenance
instruction.

6.10. Reguirements for identification labels

— Devices must be coded and labeled with
identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below

Didu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT = v
SAT A =
Tham dinh/ Qualification a ]
CSV (Computerized System Validation) = A

7.2. Pham vi tradch nhiém, nghia vu:

7.2. Responsibility, obligation

R o Trach nhiém, nghia vu .
Cong vige Responsibility, obligation Ghi chd
Tasks P Note
Dol tac/ Partner DHG
Thie hién ty kiém tra triede khi _
p . _ Thire hién/
- xuat xwdng/ Check machine before
Tuw kiem tra ) execute
Self.checking release the machine
Bao cao tw kiém tra trwede khi
xuAt xedng/ Report
P& cuwong/ Protocol
FAT Thirc hién/ Execute
Bang ghi chép két qua/ Report
Kiém tra | Bang d& cwong/ Protocol Soan thao/ Phé duyét
xac nhan — ; I prepars appiove
hiam th Thire hién (Lam thiec te)/ Thye hién/ Nhan chirng/
nghiem thu | £,00ute execute witness
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o oa Trach nhiém, nghia vu o
Cdng viéc Responsibility, obligation Ghi chu
Tasks i Note
Doi tac/ Partner DHG
SAT Béo c4o/ Report Soan thao/ Phé duyeét/
prepare approve
Bang dé cuong / Soan thao/
Protocol prepare
DQ Thye hién/ Execute Thurc hién/
execute
Bao cao/ Report Phé duygt/
approve
Bang de cuong/ Soan thao/
Protocol prepare
1Q Thye hign (Lam Thire hign/
thue t8)/ Execute execute
Bao cao/ Report Phé duyét/
approve
Bang dé cuong/ Soan thao/
z . Protocol prepare
tham dinh | Thiee hign (Lam Theee hign/
thiee té)/ Execute execute
Bao cao/ Report Phé duygt/
approve
. Biéu mau/Form
?r:ign Thue hién (Lam
Calibration thuwe t8)/ Execute
Béo cao/ Report
Bang dé cwong / Soan thao/
Protecol prepare
PQ Thire hién (Lam Thwe hién/
thirc t8)/ Execute execute
Béo cdo/ Report Phé duyét
approve

7.3. Bidu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

7.3.4.

Vé hé so: Nha san xuét ban giao dy da
ho so theo d& xuét clia cong ty.

V& thiét bi: Ban giao day du thiét bj kem
theo, d6 nghé va phuy ting thay thé duy
phong.

Vé van hanh: Thiét bj hoat ddng chinh
xac, &n dinh (loai bd dwoc chinh xac mau
chira kim loai).

Vé san pham thwe hién OQ va SAT: Nha
cung cAp cung cap mau thtk két hop voi
s&n pham dé thwc hién

7.3. Acceptance conditions

7.3.1.

7.3.2,

7.3.3.

7.3.4.

Document: Supplier submit all doecument which
DHG proposed.

Device: Handover all accessory, tools, spare
parts.

Operation: The machine must be reliable (exactly
reject the sample that contaminates the metal).

Equipment runs on products below for 0Q and
SAT: Supplier provides test samples combined
with products for implementation
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8. HO SO PE XUAT

Mau/ Form: P13/FQ9-BI
|LAn ban hanh ctia mau; 20

Form’'s version

8. DOCUMENTS

Provide documents below:

Hay cung cap cac hd so dwgc néu bén duwdi:

Céng viéc Ho so S6 lwong Ghi chi
Process Document Quantity Note
H& so théng sb k§ thudt/ Documents and 01 B/
N drawings 01 Set
Ho so >
L, L . 01 Bo/
bao gia Bao gia/ Quotations
. 01 Set
Quotation =
Hop d@dng/ Contract 04 BO/
‘ 04 Set .
) Bang théng sé ché tao/ Specification 01 B&/ E)eh)fag nh??
Ho so xac nhan | documents and drawings 01 Set (ph& duyét)
thidt K/ , - _ _ i B, For confirmed purpose
Desi FS (Dac diem ky thudt chirc nang) cho
esign
Ccsv
FS (Function Specification) for CSV
Ho so Pé cuong va ké hoach/ Protocol
thiet kéf
DQ Bao c4o/ Report
] . ] . Bao gom cac chiing
Tw kiém tra/ Bao céo nha san xuat tw kiem tra trwoc 01 B&/ nhan kiém tra cac bd
Self-checking khi xuat xwéng/ Report 01 Set phan chinh/ Including
main parts certificates
Hd so FAT/ Peé cwong/ Protocol
FAT documents | Bang ghi chép/ Report
3 .z 01 B&/
HB so Pé cwong kiém tra/ Protocol 01 Set
kiém tra va xac . L 01 B/
h Y
nhain nghiém thu/ Bang ghi chép kiém tra/ Report 01 Set
SAT documents ir L a . . 02 B&/
Bién ban nghiém thu/ acceptance minutes 02 Set
D | 1Q
& cuong
Protocol OQ .
Hb so thém dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao thadm oa
dinh/ Report - <
Hiéu chuan/ Calibration
Huwéng dan van hanh/ Operation instruction 01 Bo/
. ~ ) 01 Set
Khic Ban vé téng thé trang thiét bj, hinh cac 01 86/ Kem gidy chirng
bd phan, ban vé ba trif Drawing: general, i nhan vat liéu/
Others ’ » 01 Set . ;
parts, equipment position Including Mill sheet
Ban vé lién quan den dién, cac dung cu
do dac/ Electrical diagram, measuring tools
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9. KHAC (LU Y DAC BIET) (KHONG PHAI
GMP) |
9.1. Thoi gian bdo hanh (dam bao trach

nhiém sai sét)

Bén cung cap thiét bi phai dam bao thit
bj dap trng 40 cac théng sé ky thuat-chét

lwgng ma Dwoce Hau Giang da dat hang.

Thiét bj phai dap (ng san xut dwoc cac
san phdm ma Duoc Hau Giang da néu
trén. Trwong hop ma thiét bi khéng dap
rng s@n xuét cho 1 san phadm nao dé ma
nguyé&n nhan thudc vé thiét bj thi nha cung
cép phai khéc phuc va chiu chi phi v& vén
dé do.

Thoi gian bao hanh téi thidu 12 théang tinh
tr ngay nghiém thu thiét bj.

9.2. Cung ¢ap phu tung dv phong

Nha cung cép phai cung cp day du va kip
thdi cac phu ting dy phong ma Dwoc Hau

Giang yéu cau.

9.3. Bao mat théng tin

T4t ca thong tin dwoc trinh bay va bi mat
kinh doanh cla c& hai bén chi dugc st
dung cho trwedng hop nay va khdng duoc
tiét 16 hodc dwa cho bén thr ba

Trwdng hop song phwrong ¢6 thanh qua
te y twdng, phat minh trong qua trinh thiét
ké va st dung hé thdng/ thiét bi trong hop
déng mang lai. Néu c6 du dinh nép don
xin quyén s& hiru cong nghiép, can théng
bao trwdre cho déi tac, cling thao luan va
duwa ra quyét dinh.

Mau/ Form; P13/F09-B]
LLAn ban hanh cia mau: 20

Form'’s version

9. OTHERS (Majority attention) (not GMP)

9.1.

9.2.

9.3.

Warranty period (guarantee fault responsibility)

The equipment supplier must ensure that the
the
specifications and quality that DHG Pharma

equipment must be reached all
has ordered.

The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equipment, the supplier must fix it and bear

the cost of that problem.

Warranty duration: at least 12 months from

acceptance test.

Spare parts supply
Supplier must provide sufficient and timely
spare parts required by DHG Pharma.

Information security

All information presented and trade secrets of
both parties are only used in this case and not

disclosed or given to third parties

The bilaterat case results from ideas, inventions
in the design and use of systems / equipment in
contracts. If one of both parties intend to apply
for industrial property rights, need to notify the
partner, discuss and rnake a decision
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Muc Noi dung stra doi
Section Content
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DHG PHARMA

Vi ml cufic sdng khde dep hon

System/Equipment:

YEU CAU NGU'Ol SU’ DUNG
Hé théng/Thiét bi:
MAY DO KIM LOAI DANG VIEN
USER REQUIREMENTS SPECIFICATION

TABLET METAL DETECTOR

Form

e Mau: P13/F09-BI

e LAn ban hanh ctia mau: 20
Form's version

Sé / No.:

ME/2025/01/URS/M314-19

Version

Lan ban hanh: 1

® Tén hé théng/thiét bi/System/equipment name: May do kim loai dang vién/ Tablet metal detector
® M3 sb hé théng/thiét bi/System/equipment code: M314-19
® Model (Néu co/if any): N/A

® Ly do ban hanh/Reason for issued:

{2 Lap moi H Khi c6 thay dbi
New installation When changing
® Phong ban str dung/Department name: Xwdng 1/ Factory 1
Ho va tén Ky tén Ngay
Full name Signature Date
Nguwoi thye Nguyén Tan Pat
hién (Nhan vién T4 thiét bj san xuét/ T ’L;‘j‘f. 28 /Q},/klc, 25

Implemented by

Staff of Production Equipment Group)

Nguwdi xem xét Nguyén Van Phi f
Reviewed by (T4 trwdng TH thiét bj san xuét/ /{&A/ 2Y 100 2025
Team leader of Production Equipment Group)

Nguwoi xem xét Lé Hiru Hanh .

Reviewed by (Quan dbc xwéng 1/ \/G{/L{/- LY /E L /)’ngf
Manager of Factory 1) B

Ngudi xem xét Tran Minh Luan 2 _

Reviewed by (Trwdng Phong nghién ctru va phat trién/ 54 / loay 2.5 / Db / LLE2E

RD Manager) C/’

Ngudi xem xét Tran My Thién - /

Reviewed by (Phé Phong Co dién/ ﬁ/} 9 [o2]202f
Deputy Head of ME)

Nguwoi phé Tran Binh Thuan

duyét (Trwdng Phong Quan ly chéat lwgng/ j({{.{[{ﬂ/ ng/oi’/gubz'ﬁ\

Approved by

QM dept. Manager)
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MUC LUC/ INDEX

(R 10T 3 (o] o TSR [4)
PURPOSE
2. PHAMVICONG VIEC ..ot eeeeeeee e [4]
SCOPE OF WORK
21, Tén h& thdngMhidt bi: ... [4]
Name of the system/equipment
220 SOIPONG: .o [4]
Quantity
230 VIt IBP G8L oo [4]

installation location

2.4.  Pham vi trach nhiém, nghia vu: Theo bang dw&i ............cc..oooviiii . [6]
Scope of responsibilities and obligations: Follow the table below

2.5.  Thoi han giao hang theo hop ddng (khéng phai GMP): ................... [7]
Delivery time according to the contract (not GMP)

2.6.  Dieu kién bao gia va thanh toan (Theo yéu cAu clia DHG) (Khdng phai GMP):
Conditions for quotation and payment (According to DHG's request) (not GMP)

............................................................................................ [7]
3. CAUTAO HE THONG/ THIET Bl cvvvteeeeeeeeeeereeeeeeeeeeeee oot [8]
CONFIGURATION OF SYSTEMS
4. THONG SO SAN PHAM VA CAC TIEU CHI ..o, [9]
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
5. YEU CAU VE HE THONG/THIET Bl covvvveeeeeeeeeeeeeeeeeeeeeeee oo [10]
REQUIREMENTS OF SYSTEM/EQUIPMENTS
6. YEU CAU CHUNG ....ooeiiiiceeeeee e eee e eeeee et [10]
GENERAL REQUIREMENTS
6.1.  Phu hop véi Luat, cacquidinhvatiéuchudn ... [10
Comply with Law, regulation and standard
6.2, HEthONg Phutra SBN GO ....ooeee e [10]
Specifications of the available utilities
6.3. YU CAUVE CO KNI ....ooii i [10]
Mechanical requirements
6.4, YEUGAUVB AIBN ... [11]
Electrical requirements
6.5, Y&ucauve nitnhAn vAn hanh ... [11]
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6.6.

B6.7.

6.8.

6.9.

6.10.

7. THAM DINH THIET Bl VA NGHIEM THU

Operating button specifications

Yéu cAu v& hé thdng khinén ..........oooeeeeee

Pneumatic {(Compressed air) system requirements

Yéu cAu vé vé sinh, bdo trl, srachira ...........

Requirements of cleaning, maintenance and repair

Yéu cAu vE phukidn... ..o

Requirements of Calibration

Y&u cAu ve phu KIgn ...oooeee e,

Spare parts

HUAN luydn van hanh ..o,

Qperator training

QUALIFICATION AND ACCEPTANCE TEST

7.1.

7.2.

7.3.

8. HO SO PE XUAT

Mire d6 cAn thidt ... e

Necessary conditions

Pham vi trach nhiém, nghfavu: ...................

Responsibility, obligation

Pidu kien nghidm thu ...

Acceptance conditions

DOCUMENTS

9. KHAC (Lwu y dic biét) (khéng phai GMP)

OTHERS (Majority attention} {not GMP)

9.1.

9.2.

9.3.

10. TINH TRANG BAN HANH, S(PA BO!

Thoi gian bao hanh (dam bao trach nhiém sai sét)

Warranty period (guarantee fault responsibility)

Cung cap phu ting dw phong ...

Spare parts supply

Baomatthong tin ...

Information security

REVISION HISTORY

--------------------------------------------

----------

------------------

MAau/ Form: P13/F09-Bl
LAn ban hanh cGia mau: 20

Form's version

............................. [13]
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1. MUC PiCH
Pau tw moi may do kim loai dang vién mai
cho may dong nang hién hiru clia Xwéng 1..
Néang cao néng suét chat lweng nhdm dap
(rng nhu cau chat lvong cda EU-GMP,
2. PHAM VI CONG VIEC
Bao gdm nhuwng khéng gi¢i han trong cac
ndi dung sau:
2.1. Tén thiét bi: May dé kim loai dang vién
2.2. S0 lwong: 01 may
2.3.Vj tri [ap d&t: Cong ty ¢d phan Dwoc Hau
Giang — Chi nhanh Nha may dwoc pham
DHG tai Hau Giang (Xwdng 1).
- Diachi: L6 B2, B3 - KCN Tan Phg Thanh
— Giai doan 1, xa Tan Phu Thanh, huyén
Chéu Thanh A, tinh Hau Giang.
~ Phong lap dat: Phong 097 - Khu dap vién
- Thiét bj di déng (dw kién st dung
thuwong xuyén & may dap vién T764)
~ Ban vé& dinh kém bao gém:
+ Ban vé téng thé

1.

2.1
22
2.3

Mau/ Form: P13/F09-BI
L&n ban hanh cta mau: 20

Form's version

PURPOSE
Invest new tablet metal detector for the existing

capsule filling machine of factory 1.

Upgrade the quality to meet the quality demand of EU-
GMP.
SCOPE OF WORK

Should include but is not limited to the following :

Name of equipment ; Tablet metal detector
Quantity: 01 machine
Instaltation location: DHG Joint Stock Company —

DHG Pharmaceutical factory branch in Hau Giang
{Factory 1).

— Address: Lot B2, B3 - Tan Phu Thanh Industrial
Park - phase 1, Tan Phu Thanh Commune, Chau
Thanh A District, Hau Giang Province.

- Installation: Room 097 - Area tableting - Movable
equipment (usually use in the tableting machine
T764)

- Attached drawing:

+ Overall layout

Hinh 1. Ban vé tong thé Chi nhanh nha may Dwoc phdm DHG
Figure 1. Overall layout of DHG Pharmaceutical plant branch
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+ Ban vé vi tri 1ap dat - xwdng 1:

Mau/ Form: P13/F09-BI
LLAn ban hanh ciia mau: 20

Form's version

+ Installation location - Factory 1 layout:

Goy-5 &
g%
E L -
g 7
@,% 8 o
gg“g” _?
& .
o g
gl T
@* ;LL =
g _.-r % —._::‘,‘
%ﬁ,é_ﬁ: "1-' i ‘ e i MAAES ‘!‘"r H ‘*':“1 i bt I
E P y A ] < E
148, g PR g ._&_rm_*_m__ﬁ mwmrjm_h.m._fmwmﬂ_m_f, o0
@@@@@ao@@@%@@@

Hinh 2. Ban vé& mat bang Xwéng 1
Figure 2. Factory 1 layout

+ Ban vé phong lap dét thiét bj

May dong nang
Capsule filing
machine

V]
T Y]

| + Instaliation room layout
PO
;E)NG “+—3oq0min o - -
PTY pONGNANG | oonG NANG W 3 SAY TANG
'APSULE CAPSULE FILLING DONG NANG
capsuLEFLLNG | BoE RN FLUID BED Df
98 1 097 096 055 094
A4390mim \
-
DAP VIEN IDAP VIEN i B HIEM wéu\/ N
- TABLET TABLET mspEcmRs FRICE
COMPRESSING OMPRESSING
naz NAR Ann

Hinh 3. Ban vé mat béng phong lap déat
Figure 3. Instaliation room layout

—  Didu kién mai trréng phong:
+ Nhiét d6: 22 £59°C
+ Am dd: 50 + 15 %RH
+ Cépsach: D

Room conditions:

+ Temp:22+59C
+  Humidity: 50 £ 15 %RH
+ Cleanliness: grade D
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2.4. Pham vi trach nhiém, nghia vy: Theo bang

MAau/ Form: P13/F09-BI
Lan ban hanh cla mau: 20

Form's version

2.4, Scope of responsibilities and obligations: Foliow the

dudi table below
[ Trach nhiém,
nghia vu
Phan loai Noi dung cdng viéc Responsibilities and Ghi chu
Classification Content obligations Remark
béi tac DHG
Partner
Thiét ké&/ Design vl =
Ché tao/ Fabrication el =
FAT H H
Van chuyén/ Transportation 1% - Incoterm: DDP
Hé théng, L&p A3t/ Instaliation v =
thiet bi/ Didu chinh/ Adjustment % =
Systems, equipment R -
Tham djnh/ Qualification B A
SAT A A
Huén luyén nhan vién/ Training for staff A =
Kiém tra trong qua trinh san xuaY Check in = 7
the actual production
Cai tao hé théng, thiét bi phy tro' dap tng o -
Phu tro/ van hanh/ Renovating upstrearn utility
Utility works Két ndi véi hé thdng phuy tro7 Connecting = A
utilities
Thay ddi kién tric/ Architecture works = =
Khac/ Others VAt liéu van hanh thi¥/ Preparing the Material for = v
FAT, Qualification, SAT (including preparing cost)
Gt nguyén liéu (bao gbm chi phi gi)/ = 5
Sending the material (including delivery cost)
Chi phi nhan st thiec hién FAT (vé may bay,
Khach san,...) cho ... nguwdi / cost for FAT = =
executing (airplane ticket, hotel fee,...) of .., people
Di d&i/ phd d&/ thanh Iy/... may hién hiru/
Relocating/ demolition/ liquidation/... of an existing H H
machine

2.5. Th&i han giao hang theo hop dﬁng (khdng | 2.5. Delivery time according to the contract (not GMP)

phai GMP);

5 thang ké tir khi xac nhan dat hang.

5 months upon receipt of order
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2.6. Didu kién bao gia va thanh toan (Theo yéu
cAu clia DHG) (Khong phéi GMP)

D&i voi Nha cung cdp nwéc ngoai cé it nhat 1
dai dién tai Viét Nam

Ban sao gidy chirng nhan dang ky kinh doanh,
giay phép lién quan.

Bao cao tai chinh kiém toan/ndp cho co quan
thué cac nam 2022. 2023, 2024,

Co ligt ké cac dw an da thue hién tvong tw. Co
hop déng, bién ban nghiém thu, ban giao duwa
vao sir dung/bién ban thanh Iy hop dong.

2.6.1. Bang bao gia:
+ Phai c6 tén cong ty, chiv ky, dong du.

+ Thé& hién chi tiét cac dac tinh, théng sb
ky thuat thiét bi, cac wu diém ndi bat
thiét bi.

+ Thé hién nwdc san xuat, nam san xuét.
Bao gia c6 thoi han tlr 2 thang trd 1én
k& tir ngay bao gia co hiéu lwc

+ Cob ghi thoi gian bao hanh thiét bi, tbi
thidu 12 thang k& tr ngay nghiém thu.

+ Bao gia bao gdm tét ca chi phi thugc
pham vi nha thau thic hién theo URS.

Bao gbm tat ca chi phi co lién quan
Bao gia ghi rd da cé hay chua co bao
gdm thué VAT.
2.6.2. Thanh toan

+ Ung trede 20 % gia tr hgp dong ngay
sau khi ky hop déng va DHG nhan du
hd so thanh toan..

+ 50% ngay sau khi DHG nhan day du
thiét bi SAT va hé so thanh toan.

+ 30% con lai sau khi nha cung cap hoan
thanh viéc 1ap dat, van hanh, chay thir

MAau/ Form: P13/F09-BI
LAn ban hanh ctia mau: 20

Form’s version

2.6. Conditions for quotation and payment (According

to DHG's request) (not GMP)

For foreign suppliers with at least 1 representative
in Vietnam

Copy of business registration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2022, 2023, 2024.

List of similar projects that have been
implemented. Contracts, acceptance reports,
handoverfcontract  liguidation  reports  are
available.

2.6.1. Quotation:

+ Must represent company name, signature,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+ Show country, time of manufacture.

+ Quotations are valid for 2 months or more
from the effective date of quotation.

+ Must have warranty duration, at least 12
months after acceptance.

+ The quotation includes all costs within the
scope of the contractor's performance under
URS.

+ Include all relevant cost.

+ Must notify including VAT or not.

2.68.2. Payment

+ 20% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..

+ 50% value of the contract amount right after
DHG receives ail equipment SAT and
payment documents.

+ 30%
completes

remaining
the

right after
instailation,

supplier
operation,

THT
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dat yéu cau, hwdng dan DHG st dung commissioning until passing requirement,
thiét bi. thwe hién ky két Bién ban instruction for DHG to use the equipment,

perfomance of signing Acceptance minute
together with DHG and provide enough
payment documents for DHG.

nghiém thu ciing v&i DHG va cung cip
day da hd so thanh toan cho DHG.

+ Bong tién thanh toan: Viet Nam Déng. + Payment currency : Viet Nam Dongs.
2.6.3 Bao lanh thanh toan 2.6.3 Payment guarantee:
+ Bao lanh du thiu: 3% gia tri woe tinh +  Bid security: 3% of the estimated value of

the bid package, valid from the date of issue

clia goi thau, co hiéu lwc tir ngay phat
until 30 days after the bid closing date.

hanh dén 30 ngay sau thdi diém déng
thau.
+ Bao lanh tam (ng: twong dwong gia tri + Advance payment guarantee: equivalent to
tam trng, co hiéu Iwc tir ngay phat hanh the value of the advance payment, valid from
i o, | N the date of issue until the advance payment
den khi gia tri tam &ng dwoc hoan tra . .
. . is fully repaid.
hoan toan.
+ Bao lanh thwe hién hop déng: Téi thidu + Contract performance guarantee: Minimum
10% gi& tri hop déng co hidu lwe tir 10% of the contract value, valid from the
. s f date of issue until the end of the contractual
ngay phat hanh dén khi két thic cac

) obligations.
nghia vy hep déng.
+ Bao lanh bao hanh: Téi thiéu 5% gia tri + Warranty guarantee: Minimum 5% of the
hop déng cé hiéu lwe tiy ngay nghiém confract value, valid from the date of

acceptance and putting into use until the end

thu dwa vao s dung dén két thac thoi .
of the warranty period.

gian bao hanh.

3. CAU TAO HE THONG/ THIET BI 3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS
STT Hé théng/ Thiét bj S6 lwong Ghi chi
Ordinal Systemy Equipment Quantity Note
1 May do kim loai/ Metal detector 01

Ha d6 cao clia phiéu chiva vien/
Lower the height of the pellet hopper

2 01
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MAu/ Form: P13/F09-BI
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Chiéu cao clra
Door's height = 2170

2700

i
May déna nang
Capsule filling
Khi nén sachine %
Compressed air = - S
Electric Ei B
cabinet :1 - )
=
/ / S—
|
A \
Khop ndi_{C R
nhanh™-_[¢ May.hot
i bui
Air Coupler ? Dust ;
" collector |
=
5400

Mau dé/Red: Pham vi céng viéc nha thau/ Manufacturer's scope of work
Mau xanh/Blue: Pham vi céng viéc ctia DHG/ DHG's scope of work

* Ghi ch: don vi do d6 dai la mm
Note: Measuring unit of length level is mm

Hinh 3. So' d6 bé tri may
Figure 3. Layout drawing of machine arrangement

4. THONG SO SAN PHAM VA CAC TIEU CHi

4.1 Thong s6 san pham:
Danh muc san phdm va céac théng sb lién
quan cho may dong nang:

Kich thwdc vién nhd nhat va Ién nhat

4. SPECIFICATION AND CRITERIA OF PRODUCT/
PROCESS
4.1 Product parameters:

Product list and the related parameters for capsule
filling machine:

Smallest and largest tablet size

] Chiéu dai vién Trong lweng vién
STT| Ténratgon |Hinhdang Tablet Dimension Tablet Weight
No. Short name Shape
(mm) (mg)
1 HPC Capsul | Capsule 0 21,60-21,68 625 — 656
2 APT 5 Capsule 3 15,43 — 15,66 218 — 253
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5. YEU CAU VE HE THONG / THIET BJ
— Kich thwéc miéng hadm phi hop véi kich
thuwéc vién clia cac san phdm trong danh
muc san phadm & muc 4.
~ Nang suat do kim loai t6i thidu ddi voi vien
caplet: 90.000 vién / gi&.
- D6 nhay:
+ Hinh cdu @ 0.25 mm Fe
+ Hinh cdu @ 0.30 mm Non-Fe
+ Hinh céu @ 0.40 mm thép khong ri
— Chiéu cao nap vién clia may do kim loai
cho phép diéu chinh dé dang va phai
twong thich véi chiéu cao ra vién cGa may
lau vién (théng tin tham khao — chidu cao
ra vien cia may lau vién 1a 750 mm),
~ Théng tin tham khdo: Chiéu cao thung
chira vién & cubi day chuyén 475 mm.
— Trang bi banh xe gitp hé tre di chuyén ciia
may dwoc dé dang.
6. YEU CAU CHUNG
6.1. Phu hgp vai luat, cac qui dinh va tiéu chuén
— Tiéu chudn GMP: Thiét bi phai dap tng
tieu chudn WHO-GMP, EU-GMP, GMP
Nhat Ban, PICs-GMP.
~ Tiéu chudn dién: thiét bi phai dat tiéu
chuén IEC hosc 1SO.
~ D0 bn: khdng virot qua 85 dB trong pham
vi 1 mét.
6.2. Hé théng phu tro s&n co
~ Ngudn dién:
+ 230VAC (+5%, -10%) - 1pha - 50Hz.
— Khi nén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).
6.3. Yéu ciu vé co khi
— Céc chi tiét tiép xuc véi truc tiép san
pham: {am tlr inox 304 hodc 316L; nhya
va keo dugre phép dlng trong dwoc phdm

MAau/ Form: P13/F09-BI
Lan ban hanh cla mau: 20

Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

— The size of the detector entrance mouth is
suitable for the tablet dimensions of the
products in the product list at the article 4.

- Minimum capacity of metal detecting in case of
caplet shaped tablet : 90,000 tablets / hour.
- Sensitivity:
+ Sphere @ 0.25 mm Fe
+ Sphere & 0.30 mm Non-Fe
+ Sphere @ 0.40 mm Stainless stesl

— The inlet height of the tablet metal detector
must be adjustable and appropriate with
discharge chute of tablet deduster (reference
information — the height of discharge chute of
tablet deduster is 750 mm).

- Reference information: The height of the tablet
container at the end of the line is 475 mm.

- Equipped with wheels/casters to support the
movement of machine easily.

6. GENERAL REQUIREMENTS
6.1. Comply with Law, Regulation and Standard

- GMP standard: Equipment must satisfy the
such standards WHO-GMP, EU-GMP, Japan-
GMP, PIC/s-GMP.

- Electrical standard: Equipment must satisfy IEC
or 150.

- Noise: not more than 85dB within 1m distance.

6.2. Specifications of the available utilities
— Power supply:
+  230VAC (+ 5%, -10%) - 1 phase - 50Hz,
- Compressed air: 0.60 MPa - 0.65 MPa (6 bar -
6.5 bar).
6.3. Mechanical requirements

- The component direct contacts to the product:
made of SUS 304 or SUS 316L; applicable
Plastic & Resin for drug (or equivalent

10/17
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va keo duoc phép dung trong dwoc pham
(hodc tong dwong), khéng dwoc xay ra
phan (rng hoéa hoc gay anh hudng chét
lwong san pham.

Nha th&u can cung cap bao cao thdm dinh

vat liéu (miil test).

Yéu cAu vé dién

Bao v& qua dong: may phai dwoc frang bj
thiét bi bao vé qua dong.

Bao vé ro 1 dién: Thiét bj can cé day tiép
dat.

Nhi&t dd hién thj kidu sb nguyén.

Sau khi mat dién: may khéng dugc ty
ddng chay ma phai dugc khéi dong lai boi
ngwdi van hanh.

Khi c6 s cd méat dién: cac d& liéu van
hanh duoc lwu [ai va co thé st dung khi
c6 dién tré lai.

TG dién yéu cau cy thé tinh néng chéng
nwée bui.

NUt dirng khan cap duoc dat & vi tri thuén

tién dé dirng may ngay ap tirc.

6.5. Yéu ciu v& nut nhan van hanh:

Mau/ Form: P13/F09-Bi
LAn ban hanh clia mau: 20

Form's version
materials), must not have chemical reactions

that could affect the product quality.

The vendor needs to provide the report of
Material test certificate (Mill test certificate).

8.4. Electrical requirements

Overcurrent protection: Machine needs to have

an overcurrent protection device.

Leakage protection: Machine needs to have
Earth wire.

Temperature is displayed in integer.

After power failure, Machine must not work

automatically. It must be manually started.

Whenever the power failure happends, the
operation data must be saved. It can be used
when power is back.

Electrical cabinet; Water, dust proof property is
required.

The emergency button should be intentionatly
placed to convenient stop the machine

immediately.

6.5. Operating button specifications:

Mau sac Ghi cht
Color Remark
Nut khéi dong/ Start button Xanh/ Green
Nt dirng/ Stop button Do/ Red
Nt dirng khan cap/ Emergency 55/ Red Kiéu: xoay d& mé khda
button Type: Turn-reset
NUt reset/ Reset Vang/ Yellow
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Dén bao hiéu kiéu thap: trong trwerng hop
thiét bj co lap dat c6t dén bao hiéu thi theo
y&u clu clia bang dirsi day:

|
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Signal tower lamp specifications: In case that
machine have Signal tower lamp, it should
comply with followings:

Mau sac Ghi chu
Color Remark
Dirng/ Stop Po/ Red
Bao ddéng/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green

6.6. Y&u ciu vé hé thdng khi nén

Thiét bi phai c6 bd chinh ap khi nén va loc
phu hop.

6.7. Yéu céu vé& vé sinh, bao tri, sira chiva

Nha thau cin cung cap di liéu “dién tich
tiép xtc v&i sadn phdm (cm?)” cho qua trinh
thdm dinh vé sinh ctia DHG.

Xir Iy bé mat cac chi tiét tiép xuc trc tiép
voi san phdm: phai nhdn bong dé& dé vé
sinh.

V& bao che: Thiét bj sé dugc lap dat trong

phong sach (cap sach D) nén vé bao che
phai dwgc lam béng inox 304 (hodc vat
liéu twong duong).

Khung may cé két cau cirng virng, it rung
dong khi van hanh.

Hé truyén déng duoc thiét ké hoat dong
&n dinh va lién tuc.

Cac b phan chuyén déng phai dwoc bao
che day di d& dam bao an toan va tranh
tap nhiém.

Dé vé sinh: May duoc thiét ké dé& vé sinh
& tat ca cac bd mat, thiét ké sao cho dé
dang kiém tra cac b& mat sau khi vé sinh.
Dé thay d6i bé phan may: May phai duoc
thiét ké dé dé thay ddi cac bo phan may.

6.6. Pneumatic (Compressed air) system requirements

The machine must have an appropriate
regulator (to conirol the pressure) and filter.

8.7. Requirements of cleaning, maintenance and repair

The vendor needs to provide the data of
“Surface area {cm?)" for DHG's Cleaning
validation business.

Surface finishing of the components in direct
contact with the product: it must be smooth for
easy cleaning.

Exterior coverage: the machine will be instalied
in the ciean room (Grade D) so its exterior
coverage should be made of SUS 304 {or
equivalent materials).

Machine frame would be steady structure with
low vibration during the operation.

Driving system must be designed for stable and
continuous operation.

The moving parts need to be covered
adequately for safety and prevention of the
contamination.

Easy to clean: Machine must be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Y&u cau vé phy kién
— Nha thau can cung cap cac vat tu tiéu hao
trong vong 1 nam.
Nha thau can cung cAp danh sach phy
kién clng v&i bao gia.
6.9. Huén luyén van hanh
~ Nha thau phai td chtrc huan luyén cho
ngwdi sir dung vé trinh tw van hanh va vé
sinh may cling nhw phwong phap thao 1&p
may va bao tri.
6.10. Y&u cau vé nhan dinh dang
— Cac thiét bj phai dwoc dat ma sb va duoc
dan nha&n nhan dang.
7. THAM DINH THIET B| VA NGHIEM THU
7.1. Mirc d6 can thiét
Tién hanh chon céc diéu kién dudi day

Mau/ Form: P13/F09-BI
LLAn ban hanh ctia mau: 20
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6.8. Spare parts
—~  The vendor needs to provide the consumable
spare parts for 1 year.

- The vendor needs to attach the spare parts
checklist together with the quotation.

6.9. Operator fraining

— The vendor needs to hold a fraining course for
the operation and cleaning sequency as well as
the assembly, dismantle and maintenance
instruction.

6.10. Requirements for identification labels

Devices must be coded and labeled with
identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below

Piéu kién Can thiét Khéng cén thiét
Process Necessary Unnecessary
FAT = vl
SAT A =
Tham dinh/ Qualification A =
CSV (Computerized System Validation) ] A
7.2. Pham vi trach nhiém, nghia vy: | 7.2. Responsibility, obligation
. . Trach nhiém, nghia vu o
Cong viéc Responsibility, obligation Ghi cha
Tasks o Note
B6i tac/ Partner DHG
Thue hién tyw kiém tra trde khi o
£ . Thire hién/
oz xuat xwéng/ Check machine before
Ty kiém tra . execute
Seff-checking release the machine
Bdo c4o tw kiém tra trwdc khi
xuat xwdng/ Report
Pé cuwong/ Protocol
FAT Thue hién/ Execute
Bang ghi chép két qua/ Report
Kiém tra | Bang d& cwong/ Protacol Soan thao/ Phé duyét/
vac nhan ] prepare approve
hid ih There hién {Lam thiec t&)/ Thuye hién/ Nhan chirng/
ngnIem U 1 pyecyte execute witness
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. i Trach nhiém, nghia vy L
Cong viéc Responsibility, obligation Ghi chu
Tasks - Note
Daoi tac/ Partner DHG
SAT B40 céo/ Report Soan thao/ Phé duyét/
prepare approve
Bang dé cuong / Soan thao/
Protocol prepare
DQ Thwe hién/ Execute Thwe hien/
execute
Bao cao/ Report Phé duygt
approve
Bang dé cuwong/ Soan thao/
Protocol prepare
Thyrc hién (Lam Thuwe hién/
Q ,
thire 18)f Execute execule
Bao cao/ Report Phé duyét/
approve
Bang dé cwong/ Soan thao/
z , Protocal prepare
Bhalﬁp @ftl,nh 0Q Thuye hién (Lam Thuc hién/
vatttication thire t8)/ Execute execute
Béo cao/ Report Phé duyét/
approve
N Biéu mau/Form
Fiey [ Thue hién (Lam
Calibration thiyc t€)/ Execute
Béo cao/ Report
Bang dé cuwong / Soan thao/
Protocol prepare
PQ Thwe hién (Lam Thire hién/
thure t8)/ Execute execute
Bao céol Report Phé duygt
approve

7.3. Didu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

7.34.

Vé hd so: Nha san xudt ban giao day dd
hd so theo dé& xuét clia cong ty.

Vé thiét bi: Ban giao day da thiét bi kém
theo, dd nghé va phu tung thay thé dw
phong.

V& van hanh: Thiét bj hoat déng chinh
x&c, 6n dinh (loai bd dwoc chinh xac mau
chlra kim loai).

V& san pham thirc hién OQ va SAT: Nha
cung cép cung cap mau thiv két hop voi
san pham dé thyc hién

7.3. Acceptance conditions

731

7.3.2.

7.33.

7.3.4.

Document: Supplier submit all docurment which
DHG proposed.

Device: Handover all accessory, tools, spare
parts.

Operation: The machine must be reliable (exactly
reject the sample that contaminates the metal).

Equipment runs on products below for OQ and
SAT: Supplier provides test samples combined
with products for implementation
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8. DOCUMENTS

Provide documents below:

Hay cung cap cac hd so dwoc néu bén dudi:

Cédng viéc Hé so S6 lwong Ghi chg
Process Document Quantity Note
H& so théng sb ki thuat/ Documents and 01 Bo/
. drawings 01 Set
Ho so ) 01 Bo/
bao giad Bao gid/ Quotations ‘
, 01 Set
Quotation -
Hop déng/ Contract 04 BO/
' 04 Set
) Bang thong s ché tao/ Specification 01 B&/ E)eh>fa§ n[r]?r;
H& so xac nhan | documents and drawings 01 Set (phé duyét)
thidt K&/ : _ _ _ i _ For confirmed purpose
Desi FS (Pac diém ki thuat chirc nang) cho
esign
Ccsv
FS (Function Specification) for CSV
Hé sC Pé cuong va ké hoach/ Protocol
thiét ké/
DQ Bao cao/ Report
] . ] Bao gom cac chirng
T kiém tra/ Béo céo nha san xuat ty kiem tra trudc 01 B&/ nhan kiém tra cac bd
Self-checking khi xuat xwdng/ Report 01 Set phan chinh/ including
main parts certificates
HA so FAT/ Bé cwong/ Protocol
FAT documents Bang ghi chép/ Report
x .z 01 B&/
HB s beé cuwong kiém tra/ Protocol 01 Set
kiém tra va xac | s L 01 Bo/
B k
Ahan nghiém thu/ ang ghi chép kiém tra/ Report 01 Set
SAT documents L a " . 02 Bo/
Bién ban nghiém thu/ acceptance minutes 07 Set
D / 1Q
é crong
Protocol OQ -
Hb so tham dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham oQ
dinh/ Report — <
Hiéu chuan/ Calibration
Huéng déin van hanh/ Operation instructi 0180/
g , p'era ion instruction 01 Set ‘
Khac Ban vé& tong the trang thiet bi, hinh cac 01 B3/ Kém gidy chirng
bd phan, ban vé bo trif Drawing: general, nhan vat liéu/
Others i " 01 Set . .
parts, equipment position Including Mill shest
Ban vé lién quan den dién, cac dung cu
do dac/ Electrical diagram, measuring toals

15117




Cdng ty C6 phan Dugc Hau Giang

DHG Pharmaceutical Joint-stock company

PHONG CO DIEN/ ME DEPT.

Sé/ No.: ME/2025/01/URS/M314-19

9. KHAC (LU'U Y PAC BIET) (KHONG PHAI

GMP)
9.1. Th&i gian bdo hanh (ddm bao trach
nhiém sai sot)
— Bén cung cap thiét bi phai dam bdo thiét
bi dap rng du cac théng sé ky thuat-chat

lwgng ma Dwoc Hau Giang da dat hang.

— Thiét bj phai dap tng san xuét dwoc cac
san phdm ma Dwoc Hau Giang da néu
trén. Trwdng hop ma thiét bi khong dap
rng san xuét cho 1 san phdm nao dé ma
nguyén nhan thudc vé thiét bj thi nha cung
cap phai khac phuc va chju chi phi vé vén
dé do.

— Thoi gian bao hanh tdi thiéu 12 thang tinh
tr ngay nghiém thu thiét bi.

9.2. Cung cép phu tung dw phdng

~ Nha cung cép phai cung cAp ddy da va kip
th&i cac phu tung dy phong ma Dwoc Hau
Giang yéu ciu.

9.3. Bao mat thong tin

— Tat ca théng tin dwoc trinh bay va bi mat
kinh doanh cta ca hai bén chi duwoc sir
dung cho truwdng hop nay va khéng duoc
tiét 16 hodc dwa cho bén thir ba

— Trwong hep song phuwong co thanh qua
tlr y twdng, phat minh trong qua trinh thiét
ké va st dung hé thdng/ thiét bi trong hop
ddng mang lai. Néu cé dy dinh ndp don
xin quyén s& hitu cdng nghiép, can théng
b&o trwedc cho dbi tac, cling thao luan va
dwa ra quyét dinh.

Mau/ Form: P13/F09-BI
LAn ban hanh ctia mau: 20
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8. OTHERS (Majority attention)} (not GMP)

9.1,

8.2.

9.3.

Warranty period (guarantee fauit responsibility)

The equipment suppiier must ensure that the
equipment must be reached all the
specifications and quality that DHG Pharma
has ordered.

The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equipment, the supplier must fix it and bear
the cost of that problem.

Warranty duration: at least 12 months from

acceptance test,

Spare parts supply
Supplier must provide sufficient and timely
spare parts required by DHG Pharma.

Information security

All information presented and trade secrets of
both parties are only used in this case and not

disclosed or given to third parties

The bilateral case results from ideas, inventions
in the design and use of systems / equipment in
contracts. If one of both parties intend to apply
for industrial property rights, need to notify the
partner, discuss and make a decision
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10.TINH TRANG BAN HANH, SUA BOI 10. REVISION HISTORY
Muc N6i dung stra doi
Section Content

Lan ban hanh/ Version:1 , Ngay phé duyét/ Approved date: e AL OIS
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DHG PHARMA

Vi mit cudc sdng khde dep han

System/Equipment:

YEU CAU NGU'Ol S’ DUNG
Hé thdng/Thiét bi:
MAY DO KIM LOAI DANG VIEN
USER REQUIREMENTS SPECIFICATION

TABLET METAL DETECTOR

Form

e Mau: P13/F09-BI

e LAn ban hanh clia mau: 20
Form’s version

Sé /No:

ME/2025/01/URS/M314-20

Version

LAn ban hanh: 1

® Tén hé thdng/thiét bi/System/equipment name: May do kim loai dang vién/ Tablet metal detector

® Ma sb hé thong/thiét bi/System/equipment code: M314-20
® Model (N&u cd/if any): N/A

® |y do ban hanh/Reason for issued:

A Lap maoi

New installation

H Khi co thay ddi
When changing

® Phong ban st dung/Department name: Xwé&ng 1/ Factory 1

Ho va tén Ky tén Ngay
Full name Signature Date
Nguei thie Nguyén Tan Pat
hién (Nhan vién T4 thiét bj san xuét/ ,gg/o g / 7025

Implemented by

Staff of Production Equipment Group)

Nguwoi xem xét

Reviewed by

Nguyén Van Phi
(Té trwedng T thiét bj san xuét/

Team leader of Production Equipment Group)

28102 b2

Nguoi xem xét

Lé Hiru Hanh

1 /L/ 4 & { > Jm v i
Reviewed by (Quén déc xuwdng 1/ J L (/ 'L&/ﬂ l/,{,{",{f
Manager of Factory 1) —_—
Nguei xem xét Tran Minh Luan
Reviewed by (Trwéng Phong nghién clru va phat trién/ /{(&*L 25 { O [ e E

RD Manager)

Nguwdi xem xét

Tran My Thién

Reviewed by (Phé Phong Co dién/ 04 / 69 | 20T
Deputy Head of ME)

Nguwoi phé Tran Binh Thuan

duyét (Trwdng Phong Quan ly chét lvong/ Mlall 28 /6,2 [ 045"

Approved by

QM dept. Manager)
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MUC LUC/ INDEX

(R 18T o > o S [4]
PURPOSE
2. PHAM VIGONG VIEC 1oeviireeeeeeee e e [4]
SCOPE OF WORK
2.1, Tén hé thdngAhiGt bi: ... [4]
Name of the system/equipment
220 SOIPONG: covii i [4]
Quantity
23 VIt IEP A8 ..o [4]

Installation location

2.4, Pham vi trach nhiém, nghia vu: Theo bang dw&i ........................... [6]
Scope of responsihilities and obligations: Follow the table below

2.5.  Thoi han giao hang theo hop ddng (khéng phadi GMP): ................... I7]
Delivery time according to the contract (not GMP)

2.6.  Diéu kién bao gia va thanh toan (Theo yéu clu ctia DHG) (Khong phai GMP):
Conditions for quotation and payment {According to DHG's request) (not GMP)

............................................................................................ [7]
3. CAUTAO HE THONG/ THIET Bl «.uveeeeeeeeeeeeeeeees oo, [8]
CONFIGURATION OF SYSTEMS
4. THONG SO SAN PHAM VA CAC TIEU CHI «.eoooeevroeeeeeee [9]
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
5. YEU CAU VE HE THONGITHIET Bl vveeorreeeeeeee oo [10]
REQUIREMENTS OF SYSTEM/EQUIPMENTS
8. YEU CAU CHUNG ....ocetriiiiet e e e [10]
GENERAL REQUIREMENTS
6.1.  Phd hop véi Luat, cacquidinh vatiduchudn ............................... [10
Comply with Law, regulation and standard
6.2, HEthONg phutro SBN CO ...oovvivee [10]
Specifications of the available utilities
6.3. YEUCAUVE CO KNI ......ooii i [10]
Mechanical requirements
B.4.  YEUGAUVB I8N ..o [11]
Electrical requirements
6.5. YéucduvanitnhAn van hanh ... [11]
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6.6.

B.7.

6.8.

6.9.

6.10.

7. THAM DINH THIET B| VA NGHIEM THU

Operating button specifications

Yéu cau vé hé théng khinén ...,

Pneumatic (Compressed air) system requirements

Y&u cAu vé vé sinh, bao tri, stra chta ...........

Requirements of cleaning, maintenance and repair

Yéu cAu ve phu KIBn.... oo

Requirements of Calibration

Y&U CAU V& PhU KIEN ..o

Spare parts

Hudn luyén van hanh ...,

Operator training

QUALIFICATION AND ACCEPTANCE TEST

7.1.

7.2.

7.3

8. HO SO PE XUAT

Mire d6 cAnthidt ...,

Necessary conditions

Pham vi trach nhiém, nghia vu: ....................

Responsibility, obligation

Didu kien nghidmthu ...

Acceptance conditions

DOCUMENTS

9. KHAC (Lwu y dic biét) (khdng phai GMP)

OTHERS (Majority attention) (not GMP)

9.1.

9.2.

9.3.

10. TINH TRANG BAN HANH, SUPA BOI

Thoi gian bao hanh (§&m bao trach nhiém sai sét)

Warranty period (guarantee fauit responsibility)

Cung cap phu ting dw phong .......ccovveeeeeen.

Spare parts supply

Baomatthdng tin ..o

Information security

REVISION HISTORY

--------------------------------------------

------------------

MAau/ Form; P13/F09-B!
LAn ban hanh cia mau: 20

Form's version

............................. [13]
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1. MUC DiCH
Dau tv m&i may do kim loai dang vien mdi
cho may dép vién hién hiru clia Xwéng 1.
Nang cao nang suét chat lwgng nham dap
wng nhu cdu chat lwong ciia EU-GMP,
2. PHAM VI CONG VIEC
Bao gém nhuwng khéng gidi han trong cac
ndi dung sau:
2.1. Tén thiét bi: May do kim loai dang vién
2.2. 86 lugng: 01 may
2.3. Vi tri l&p dat: Cong ty ¢ phan Dwoc Hau
Giang ~ Chi nhanh Nha may dwoc phdm
DHG tai Hau Giang (Xwéng 1).
-~ Dia chi: L6 B2, B3 - KCN Tan Phu Thanh
— Giai doan 1, xa Tan Phu Thanh, huyén
Chau Thanh A, tinh Hau Giang.
~ Phong I&p dat: Phong 087 - Khu dap vién
- Thiét bi di dong (dv kién sir dung
thuong xuyén & may dap vién T019001)
— Ban vé& dinh kém bao gdm:
+ Ban vé tdng thé

1.

MAau/ Form: P13/F09-B!
L&n ban hanh ctia mau: 20

Form's version

PURPQOSE

invest new tablet metal detector for the existing
tableting machine of factory 1.

Upgrade the quality to meet the quality demand of EU-
GMP,

SCOPE OF WORK

Should include but is not limited to the following :

2.1. Name of equipment : Tablet metal detector

2.2. Quantity: 01 machine

2.3. Installation location: DHG Joint Stock Company ~

DHG Pharmacsutical factory branch in Hau Giang
(Factory 1),

— Address: Lot B2, B3 - Tan Phu Thanh Industrial
Park— phase 1, Tan Phu Thanh Commune, Chau
Thanh A District, Hau Giang Province.

— Installation: Room 087 - Area tableting - Movable
equipment {usually use in the tableting machine
T019001)

— Aftached drawing:

+ Overall layout

Hinh 1. Ban vé tdng th& Chi nhanh nha may Dwoc phdm DHG
Figure 1. Overall fayout of DHG Pharmaceutical plant branch
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+ Ban vé vjtri ;ép dat - xwdng 1: + Installation location - Factory 1 layout:

g
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Hinh 2. Ban v& mét bang Xwéng 1
Figure 2. Factory 1 fayout

A
T ! : /K ! t i ! 5 { !
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+ Ban vé phong lap dat thiét bj | + Installation room layout

Lidy ddpidn
Taded frensing
b

+

Hinh 3. Ban vé& méat bing phong 18p dat
Figure 3. Installation room layout
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— Diéu kién méi trerng phong: - Room conditions:
+ Nhiét dd: 20 +4 °C + Temp:20+4°C
+ Amdo: <24 %RH +  Humidity: < 24 %RH
+ Cép sach: D + Cleanliness: grade D
2.4. Pham vi trach nhiém, nghia vu: Theo bang | 24. Scope of responsibilities and obligations: Follow the
dwdi table below
Trach nhiém,
nghia vu
Phan loai N&i dung cdng viéc Responsibilities and Ghi cha
Classification Content obligations Remark
Bai tac DHG
Partner
Thiét ké&/ Design A H
Ché tao/ Fabrication A H
FAT = B
Van chuyén/ Transportation “ H | Incoterm: DDP
Hé théng, Lép dat/ Installation A H
thiét bi/ Diéu chinh/ Adjustment iz H
Systems, equipment = -
Tham dinh/ Qualification ] A
SAT A A
Huan luyén nhan vién/ Training for staff A H
Kiém tra trong qua trinh san xuat/ Check in 9 &
the actual production
Cai tao hé thong, thiét bi phu tro dap tng 5 =
Phu tro/ van hanh/ Renovating upstream utility
Utility works Két ndi véi hé théng phu trg/ Connecting = A
utilities
Thay ddi kién triic/ Architecture works H H
Khac/ Others Vat liéu van hanh thl¥/ Preparing the Material for = %
FAT, Qualification, SAT {including preparing cost)
Gli nguyén liéu (bao gom chi phi gti)/ = g
Sending the material (including delivery cost)
Chi phi nhan sw thirc hién FAT (vé may bay,
khach san,...) cho ... ngwdi / cost for FAT E H
executing (airplane ticket, hotel fee,...) of ... people
Di doi/ pha d&/ thanh Iy/... may hién hiru/
Retfocating/ demolition/ liquidation/... of an existing H H
machine
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2 5. Thoi han giao hang theo hop déng (khong
phai GMP);
5 thang ké tir khi xac nhan d&t hang.
2.6. Didu kién bao gia va thanh toan (Theo yéu
ciu clia DHG) (Khéng phai GMP)
Péi vai Nha cung cap nwdc ngodi co it nhét 1
dai dién tai Viét Nam
Ban sao gidy chirng nhan ddng ky kinh doanh,
gidy phép lién quan.
Bao c&o tai chinh kiém toan/nép cho co quan
thué cac nam 2022. 2023, 2024,

C6 liét ké cac dw an da thwe hién tvong ty. Co
hop dbng, bién ban nghiém thu, ban giao dwa
vao str dung/bién ban thanh Iy hop déng.

2.6.1. Bang bao gia:
+ Phai co tén cong ty, chir ky, dong dau.

+ Thé hién chi tiét cac dic tinh, thong sb
ky thuat thiét bi, cac wu diém ndi bat
thiét bi.

Thé hién nwdc san xuat, ndm san xuat,
Bao gia c6 thdi han tlr 2 thang tr& 1én
ké& tr ngay bao gia co hiéu lyc

+ C6b ghi thoi gian bado hanh thiét bi, toi
thiéu 12 thang ké tir ngay nghiém thu.

+ Bao gia bao gdm tAt ca chi phi thudc
pham vi nha thau thirc hién theo URS.

Baoc gdm tat ¢4 chi phi c6 lién quan
B&o gia ghi r& da cé hay chwa c6 bao
gdm thué VAT,
2.6.2. Thanhtoan
+ Ung trudc 20 % gia tri hop ddng ngay
sau khi ky hop dong va DHG nhan dd
hd so thanh toan..

MAu/ Form: P13/F09-BI
Lan ban hanh ctia mau: 20

Form's version

2.5, Delivery time according to the contract (not GMP)

5 months upen receipt of order

2.6. Conditions for guotation and payment {According
to DHG's request) (not GMP)

For foreign suppliers with at least 1 representative
in Vietnam

Copy of business registration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2022, 2023, 2024.

that have been
acceptance reports,
reports

List of similar projects
implernented. Contracts,
handover/contract  liguidation
available.

2.6.1. Quotation:

are

+ Must represent company name, signature,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+ Show country, time of manufacture.
+ Quotations are valid for 2 months or more
from the effective date of quotation.

+ Must have warranty duration, at least 12
months after acceptance.

+ The quotation includes all costs within the
scope of the contractor's performance under
URS.

+ Include aii relevant cost.

+ Must notify including VAT or not.

2.6.2. Payment

+  20% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..
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+ 50% sau khi hoan thanh nghiém thu + 50% after completing SAT acceptance and
SAT va DHG nhan dd hd so thanh toan DHG  receives  complete  payment
documents
+ 30% con lai sau khi hoan tat nghiém thu + remaining 30% after completing the contract
hop déng va DHG nhan dwoc b3o lanh acceptance and DHG receives the warranty
béo hanh ' ' guarantes.
+ Dbng tién thanh toan: Viét Nam Déng. + Payment currency : Viet Nam Dongs.
2.6.3 Bao lanh thanh toan 2.6.3 Payment guarantee:
+ Béo lanh du thdu: 3% gia trj wde tinh + Bid security: 3% of the estimated value of

the bid package, valid from the date of issue

clia goi thau, ¢é hidu lyc tir ngay phat
until 30 days after the bid closing date.

hanh dén 30 ngay sau thoi diém dong
thau.
+ Bao Idnh tam (ng: twong dwong gia tri + Advance payment guarantee: equivalent to
tam trng, co hiéu lwe tir ngéy phat hanh the value of the advance payment, valid from
P o, . N the date of issue until the advance payment
dén khi gia trj tam (rng dwoc hoan tra , .
. . is fully repaid.
hoan toan.
+ Bao lanh thyc hién hop ddng: Téi thidu + Contract performance guarantee: Minimum
10% g!é tri hO’p d-(’jng co hiéu lwe tp 10% of the contract value, valid from the
. b b MR g date of issue until the end of the contractual
ngay phat hanh dén khi két thic cac -
- N obligations.
nghia vy hgp dong.

+ Bao lanh bao hanh: Téi thidu 5% gia tri +  Warranty guarantee: Minimum 5% of the
contract value, valid from the date of
acceptance and putting into use until the end
of the warranty period.

hop ddng, c¢é hiéu lyc tir ngay nghiém
thu dwa vao st dung dén két thic thoi
gian bao hanh,.

3. CAU TAO HE THONG/ THIET Bl 3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS
STT Hé théng/ Thiét bj Sé lwong Ghi cha
Ordinal System/ Equipment Quantity Note
1 May do kim loaif Metal detector 01

Ha d6 cao clia phiéu chira vien/
Lower the height of the pellet hopper

2 01
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3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

Metal detector

STT Thiét bi S6 lwong Ghi chu
No. Equipment Quantity Note
1 May do kim loai 01

Ha d6 cao cua phiéu

2 chtra vién + dwong 01
dan cap vién
Khi nén Chiéu cao ctra
Compressed air ‘ - f” - ‘ Door's height = 2170
— /’f
Electric ﬁ h— N
bi |
L cabinet 3:] 1 ‘ .‘
N /J |
/ { { ‘May do kim loai. |
F PERNTRRI | . | Melal detector I
\ | Semte CatRd

IMay hat
bui
Dust
collector

Ha dé cao
Low height

Hinh 3. So dd b tri may
Figure 3. Layout drawing of machine arrangement

4. THONG SO SAN PHAM VA CAC TIEU CHi

4.1 Théng s6 san pham:
- Danh muc san phdm va céac théng so lién
quan cho may dap vién:
Kich thwéc vién nhé nhéat va Ién nhat

4. SPECIFICATION AND CRITERIA OF PRODUCT/
PROCESS
4.1 Product parameters:
- Product list and the related parameters for tablet
machine:

Smallest and largest tablet size
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Kich thwéc vién Bé day vién | Trong lwong
STT Hinh dang Tablet Dimension Tab'et vién
No. vién _ (mﬁm) ‘ ' Thickness Tablet Weight
T e | wae [Pemd kR () (mg)
1 Caplet 7.93-19.72 | 3.96-9.08 2.90 - 849 93 - 1191
2 Oval 7.59 - 19 4.01-9.34 2.32-6.89 85 — 762
3 |Round tablet 23-25 6.87-745 | 2778 - 4632
4 | Hexagenal |12.98 —13.03[14.90 ~ 14.95 6.03-6.37 808 — 841
5 Triangular | 7.43-7.47 3.75-4.65 167 — 207

5. YEU CAU VE HE THONG/ THIET B
5.1 Yéu céu dic biét
5.1.1 Céu tao

6. YEU CAU CHUNG
6.1.

Kich thwéc miéng hdm phi hop voi kich
thwée vién clia cac san phdm trong danh
muyc san pham & muc 4.

Ning suét do kim loai t6i thidu d6i voi vien
caplet va capsule: 14.400 vién / gi¢.

bd nhay:

+ Hinh ciu @& 0.25 mm Fe

+ Hinh ciu @ 0.30 mm Non-Fe

+ Hinh cau @ 0.40 mm thép khong 11

Chiéu cao nap vién clia may dd kim loai cho
phép diéu chinh d& dang va phai twong thich
voi chiéu cao ra vién ctia may lau vién (théng
tin tham khdo — chiéu cao ra vién clia may lau
vién 1a 750 mm).

Théng tin tham khao: Chiéu cao thiing chira
vién & cudi day chuyén 475 mm.

Trang bi banh xe gilip hé tro di chuyén cua
may dwoc dé dang.

Phu hop véi luat, cac qui dinh va tiéu
chuan
Tiéu chuan GMP: Thiét bj phai dap tng tiéu
chugan WHO-GMP, EU-GMP, GMP Nhat

Ban, PICs-GMP.

§. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1 Special requirements
5.1.1 Machine composition

- The size of the detector entrance mouth is
suitable for the tablet dimensions of the products
in the product list at the article 4.

- Minimum capacity of metal detecting in case of
caplet shaped tablet and capsule: 14,400 tablets
/ hour.

- Sensitivity:
+ Sphere @ 0.25 mm Fe
+ Sphere @ 0.30 mm Non-Fe
+  Sphere @ 0.40 mm Stainless steel

- The inlet height of the tablet metal detector must
be adjustable and appropriate with discharge
chute of tablet deduster {reference information —
the height of discharge chute of tablet deduster is
750 mm).

Reference information: The height of the tablet
container at the end of the line is 475 mm,

- Equipped with wheels/casters to support the
movement of machine easily.

6. GENERAL REQUIREMENTS
6.1. Comply with Law, Regulation and Standard

- GMP standard: Equipment must satisfy the
standards of WHO-GMF, EU-GMP, Japan-GMP,
PiC/s-GMP.
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6.4. Yéu cau vé dién

6.5. Y&u cAu vé nat nhan van hanh:

va keo duoc phép ding trong duec pham
(hodc twong dwong), khéng dugc xay ra
phan trng héa hoc gdy &nh hudng chat
lwong san pham.

Nha thau can cung clp bao cao thdm dinh ~

vat liéu (mill test).

Bao vé qua dong: may phai dwoe trang b -
thiét bi bao v& qua dong.
Bao vé ro i dién: Thiét bj cn cé day tiép -
dat.
Nhiét d6 hidn thi kiéu sb nguyén. -
Sau khi méat dién: may khong duoc tw -
déng chay ma phéi dugc khéi dong lai boi
ngwroi van hanh.

Khi c6 s cb mét dién: cac dv liéu van -
hanh dwoc Iwu lai va cb thé st dung khi
co dién tré lai.

TG dién yéu cau cy thé tinh néng chéng -
nwée bui.
Nt divng khan cép dwoc dat & vi tri thuan -

tién dé& dirng may ngay lap tirc.

MAau/ Form; P13/F09-BI
Lan ban hanh ctia mau: 20

Form's version

materialg), must not have chemical reactions

that could affect the product quality.

The vendor needs to provide the report of

Material test certificate (Mill test certificate).

6.4. Electrical requirements

Overcurrent protection: Machine needs to have

an overcurrent protection device.

Leakage protection: Machine needs to have
Earth wire.

Temperature is displayed in integer.

After power failure, Machine must not work

automatically. it must be manually started.

Whenever the power failure happends, the
operation data must be saved. It can be used

when power is back.

Electrical cabinet: Water, dust proof property is
required.

The emergency button should be intentionally
placed to convenient stop the machine

immediately.

6.5. Operating button specifications:

Mau séc Ghi chi
Color Remark
Nut khéi déng/ Start button Xanh/ Green
Nut dirng/ Stop button D6/ Red
NUt dirng kh&n cAp/ Emergency B8/ Red Kiéu: xoay d& mé khoa
button Type: Turn-reset
Nt reset/ Reset Vang/ Yellow
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Bén bao hiéu kiéu thap: trong trworng hop
thiét bj c6 1&p dat cot dén bao hidu thi theo
y&u cdu cla bang dwdi day:

MAau/ Form: P13/F09-B]
L&n ban hanh ctia mau: 20

Form's version

Signal tower lamp specifications: In case that
machine have Signal tower lamp, it should
comply with followings:

Mau séc Ghi cha
Color Remark
Dirng/ Stop Pé/ Red
Bao déng/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green

6.6. Yéu cau vé hé thdng khi nén

Thiét bi phai c6 bd chinh ap khi nén va loc
phu hop.

6.7. Yéu clu vé vé sinh, bao tri, sira chira

Nha thdu c&n cung cép div lidu “dién tich
tiép xtc v&i san phadm (cm?)” cho qué trinh
thdm dinh vé sinh clia DHG.

X ly bé& mat cac chi tiét tiép xuc trwc tidp
v&i san phdm: phai nhdn bong dé dé vé
sinh.

V& bao che: Thiét bj s& dwerc l&p dit trong

phong sach (cap sach D) nén vo bao che
phai dwoc lam bang inox 304 (hodc vat
liéu twong dwong).

Khung may c6 két cau clrng virng, it rung
ddng khi van hanh,

Hé truyén dong duoc thiét k& hoat dong
n dinh va lién tyc.

Cac bd phéan chuyén déng phai duoc bao
che day d @& dam bao an toan va tranh
tap nhiém.

Dé vé sinh: May dwoc thiét ké d& vé sinh
& tat ca cac bé mat, thiét k& sao cho d&
dang kiém tra cac bé& mat sau khi vé sinh.
Dé thay ddi bd phan may: May phai dwoc
thiét ké dé dé thay d6i cac bd phan may.

6.6. Pneumatic (Compressed air) system requirements

The machine must have an appropriate
regulator (to control the pressure) and filter.

B8.7. Requirements of cleaning, maintenance and repair

The vendor needs to provide the data of
"Surface area (cm?)" for DHG's Cleaning
validation business.

Surface finishing of the components in direct
contact with the product: It must be smooth for
easy cleaning.

Exterior coverage: the machine will be installed
in the clean room {Grade D) so its exterior
coverage should be made of SUS 304 (or
equivalent materials).

Machine frame would be steady structure with
low vibration during the operation.

Driving system must be designed for stable and
continuous operation.

The moving parts need to be covered
adequately for safety and prevention of the
contamination.

Easy to clean: Machine must be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Yéu cau vé phu kién
— Nha thau can cung cép cac vat tw tiéu hao
trong vong 1 nam.
~ Nha thdu can cung cap danh sach phy
kién cling voi bao gia.
6.9. Huan luyén van hanh
— Nha thau phai t& chirc huan luyén cho
ngwrdi st dung vé trinh t van hanh va vé
sinh may cting nhu phwrong phép thao 1&p
may va bao tri.
6.10. Yé&u cau vé nhan dinh dang
—  Céc thiét bj phai dwoc dat ma sbé va dugc
dan nhan nhan dang.
7. THAM DINH THIET Bl VA NGHIEM THU
7.1. Mtrc d6 can thiét
Tién hanh chon cac diéu kién duwdi day

Mau/ Form: P13/F09-BI
L&n ban hanh cGa mau: 20

Form's version

6.8. Spare parts
~ The vendor needs to provide the consumable
spare patts for 1 year.

- The vendor needs to attach the spare parts
checklist together with the quotation.
6.9. Operator training

~  The vendor needs to hold a training course for
the operation and cleaning sequency as well as
the assembly, dismantle and maintenance
instruction.

6.10. Regquirements for identification labels

— Devices must be coded and labeled with
identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below

Didu kién Céan thiét Khong can thiét
Process Necessary Unnecessary
FAT =| A
SAT 2 B
Tham dinh/ Qualification A =
CSV (Computerized System Validation) = A
7.2. Pham vi trach nhiém, nghia vu: 7.2. Responsibility, obligation
. . Trach nhiém, nghia vy .
Coéng viéc Responsibility, obligation Ghi cha
Tasks r— Note
Poi tac/ Partner DHG
Thirc hién ty kiém tra trweéc khi .
. _ Thwe hién/
2 Xuat xudng/ Check machine before
Tw kiém tra . execute
Self-checking release the machine
Bao cao tw kiém tra trwéde khi
xuat xwéng/ Report
Dé cwong/ Protocol
FAT Thirc hiénf Execute
Bang ghi chép két qua/ Report
Kiém tra Bang dé cuong/ Protocol Soan thao/ Phé duyét/
xac nhan T , brepars £pprove
hidm th Thwe hién (Lam thyc te)/ Thye hién/ Nhan chirng/
nghtem (nu Execute execute witness
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N . Trach nhiém, nghia vu o
Céng viée Responsibility, obligation Ghi cha
Tasks - Note
Boi tac/ Partner DHG
SAT Bao c&o/ Report Soan thao/ Phé duyét/
. prepare approve
Bang dé cuwong / Soan thaof
Protocol prepare
DQ Thyre hién/ Execute Thuec hign/
execute
Bao cao/ Report Phé duyét/
approve
Bang dé cwong/ Soan thaof
Protocol prepare
Thye hién (Lam Thuwc hién/
1Q £
thuwc t8)/ Execute execute
Bao cao/ Report Phé duyét/
approve
Bang dé cuong/ Soan thao/
K ) Protocol prepare
oaamdinh | o Thirc hién (Lam Thire hign/
uattication thue té) Execute execute
Bao cao/ Report Phé duyét/
approve
, Biéu mau/Form
?Aﬁ%n Thurc hién (Lam
Calibration thwe t8)/ Execute
Béo cao/ Report
Bang @& cuong / Soan thao/
Protocol prepare
PQ The hién (Lam Therc hién/
thure t8)/ Execute execute
Béo caof Report Phé duyéy
approve

7.3. Bidu kién nghiém thu 7.3. Acceptance conditions
7.3.1. V& ho so: Nha séan xuét ban giao day du

hé so theo d& xuét cia cong ty.

7.3.1. Document: Supplier submit all document which
DHG proposed.

7.3.2. V& thiét bi; Ban giao day du thiét bj kém | 7.3.2. Device: Handover all accessory, tools, spare
theo, dd nghé va phu tung thay thé dw parts.
phong.

7.3.3. V& van hanh: Thiét bj hoat déng chinh | 7.3.3. Operation: The machine must be reliable (exactly
xac, 6n dinh (loai bd dwee chinh xac mau reject the sample that contaminates the metal).
chtra kim loai).

7.3.4. V& san pham thwe hién OQ va SAT: Nha | 7.3.4. Equipment runs on products below for OQ and

SAT: Supplier provides test samples combined

cung cap cung cap miu thir két hop voi
with products for implementation

san pham dé thyc hién
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8. HO SO PE XUAT

Mau/ Form: P13/F09-BI
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8. DOCUMENTS

Provide documents below:

Hay cung cap cac hd so dwge néu bén dwdi:

Cong viéc Hb so S6 lwgng Ghi chu
Process Document Quantity Note
Hd so théng sb k§ thudt/ Documents and 01 BY/
.\ drawings 01 Set
Ho so ~
L s . 01 B&/
bao gia Béo gia/ Quotations
4 01 Set
Quotation -
Hop dong/ Contract 04 BO/
j 04 Set
. Bang théng sb ché tao/ Specification 01 B/ Beh)fag m]?r;
Hb so xac nhan ; documents and drawings 01 Set {phé duyét)
thiét ké/ _ . " _ i _ For confirmed purpose
Desi FS (Déc diém ky thuat chire nang) cho
esign
CcsvVv
FS {Function Specification) for CSV
HS so Pé cwrong va ké hoach/ Protocol
thiet ké/
ba Bao cao/ Report
. ] . ] Bao gbm cac chirng
Tw kiém tra/ Bao céo nha san xuat tw kiém tra trudc 01 Bo/ nhan kiém tra cac bd
Self-checking khi xuat xwéng/ Report 01 Set phan chinh/ Including
main parts certificales
H3 so FAT/ Pé cirong/ Protocol
FAT documents Bang ghi chép/ Report
5 .x 01 Bo/
Y so Pé cuwong kiém tra/ Protocol 01 Set
kiém tra va xac N oz 01 BY/
h '
nhan nghiém thu/ Bang ghi chép kiém tra/ Report 01 Set
SAT documents n \ i ] 02 Bo/
Bién ban nghiém thu/ acceptance minutes 02 Set
pé / =
& cuong
Protocol O_Q -
Hd so tham dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham o0a
dinh/ Report — <
Hiéu chuan/ Calibration
. X oa 4 . . 01 B&/
Huwéng dan van hanh/ Op’eratson instruction 01 Set ’
Khac Ban vé téng thé trang thiét bi, hinh cac 01 Ba/ Kém gidy ching
Others bo phan, ban vé b6 tri/ Drawing: general, 01 Sét nhan vat liéu/
parts, equipment position Including Mill sheat
Béan vé lién quan dén dién, cac dung cu
do dac/ Electrical diagram, measuring tools
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9. KHAC (LUU Y DAC BIET) (KHONG PHAI
GMP)
9.1. Thoi gian bdo hanh (dam bao trach

nhiém sai sot)

Bén cung cép thiét bi phai dam bao thiét
bi dap trng du cac théng sbé ky thuat-chét

lwgng ma Dwoc Hau Giang da dat hang.

Thiét bi phai dap (rng san xuat dwoc cac
san phdm ma Dwoc Hau Giang da néu
trén. Trwdng hop ma thiét bi khong dap
(rng san xuat cho 1 san phdm nao d6 ma
nguyén nhan thudc vé thiét bi thi nha cung
cap phai khéc phuc va chiu chi phi v& vén
dé do.

Thei gian bao hanh t6i thiéu 12 thang tinh
tr ngay nghiém thu thiét bj.

9.2. Cung cép phu tiing du phong

Nha cung cap phai cung cép day dd va kip
thei cac phu tiing dir phong ma Dwoc Hau

Giang yéu cau.

9.3. Bao mat thdng tin

T4t ¢4 thong tin dwoc trinh bay va bi mét
kinh doanh clia ¢a hai bén chi duoc st
dung cho trwdng hep nay va khéng dwoc
tiét 16 hodc dwa cho bén thi ba

Trwdng hop song phuwong cé thanh qua
tlr y tiedng, phat minh trong qua trinh thiét
ké va st dung hé théng/ thiét bj trong hop
ddng mang lai. Néu co du dinh ndp don
xin quyén s& hitu céng nghiép, cin thdng
bao trwedrc cho déi tac, ciing thao luan va
dwa ra quyét dinh.

Mau/ Form; P13/F09-BI
Lan ban hanh cia mau: 20
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9. OTHERS (Majority attention) (not GMP)

9.1.

9.2

9.3.

Warranty period (guarantee fault responsibility)

The equipment suppiier must ensure that the
the
specifications and quality that DHG Pharma

equipment must be reached all
has ordered.

The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equipment, the supplier must fix it and bear

the cost of that problem.

Warranty duration: at least 12 months from

acceptance test.

Spare parts supply
Supplier must provide sufficient and timely
spare parts required by DHG Pharma.

Information security

All information presented and trade secrets of
both parties are only used in this case and not

disclosed or given to third parties

The bilateral case results from ideas, inventions
in the design and use of systems / equipment in
contracts. if one of both parties intend to apply
for industrial property rights, need to notify the
partner, discuss and make a decision
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DHG PHARMA

System/Equipment:

YEU CAU NGU'O'l SIF DUNG
Hé théng/Thiét bi:

Vi mat cuge sing knde aep non | MIAY DO KIM LOAI DANG VIEN

USER REQUIREMENTS SPECIFICATION

TABLET METAL DETECTOR

Form

e Mau: P13/F09-BI

e L4n ban hanh cla mau: 20
Form's version
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PHONG CO DIEN/ ME DEPT. Form’s version

Sé/ No.: ME/2025/01/URS/M314-21

1. MUC DPiCH 1. PURPOSE
Pau tv moi may do kim loai dang vién mai Invest new tablet metal detector for the existing
cho may dap vién hién hivu cia Xwéng 1. tableting machine of factory 1.
Nang cao nang suat chét lwong nham dap Upgrade the quality to meet the quality demand of EU-
trng nhu cau chét lwong clia EU-GMP. GMP.

2. PHAM VI CONG VIEC 2. SCOPE OF WORK
Bao gdm nhung khéng gi¢i han trong céc noi Should include but is not limited to the following
dung sau:

2.1. Tén thiét bi: May do kim loai dang vién 2.1. Name of equipment : Tablet metal detector

2.2. 86 lwgng: 01 may 2.2. Quantity: 01 machine

2.3.Vj tr 1&p dat: Cong ty cb phan Dwoc Hau | 2.3 Installation location: DHG Joint Stock Company —

Giang — Chi nhanh Nha may dwoc phém DHG Pharmaceutical factory branch in Mau Giang

{Factory 1).

DHG tai Hau Giang (Xwéng 1).
— Dia chi: .6 B2, B3 - KCN Tan Pha Thanh - Address: Lot B2, B3 - Tan Phu Thanh Industrial
— Giai doan 1, xa Tan Phtl Thanh huyén Park — phase 1, Tan Phu Thanh Commune, Chau

a \ - " , Thanh A District, Hau Giang Province.
Chéu Thanh A, tinh Hau Giang. . 9

— Phong Eép dat: Phong 089 - Khu déap vién - Installation: Room 089 - Area tableting - Movable
- Thiét bi di dong (dw kién str dung thuong equipment (usually use in the tableting machine
A m ' T019017
Xuyén ¢ may dap vién T019017) )
— Ban v& dinh kém bao gém: ~  Aftached drawing:
+ Banvé tbng thé +  Overall layout

ol

ot b

Hinh 1. Ban vé tdng thé Chi nhanh nha may Duwoc phdm DHG
Figure 1. Overall layout of DHG Pharmaceutical plant branch
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+ Ban vé vi tri 13p dat - xudng 1 1 +

Form's version

Mau/ Form: P13/F09-BI
LAn ban hanh clia mau: 20

Installation location - Factory 1 tayout:
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Hinh 2. Ban vé& mat bang Xwdng 1
Figure 2. Factory 1 layout

+ Ban vé phong lap dét thiét bi

| +

Installation room fayout

Hinh 3. Ban v& méat bang phong 1ap dat
Figure 3. installation room layout
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Form'’s version

Room conditions:

+ Temp: 200+ 4°C

— Diéu kién méi treng phong:
+ Nhiét do: 20 + 4 °C

+ Amds: < 24 %RH + Humidity: =24 %RH
+ Capsach:D + Cleanliness: grade D
2.4. Pham vi trach nhiém, nghia vu: Theo bang | 2.4. Scope of responsibilities and abligations: Follow the
dudi table below
Trach nhiém,
nghia vu
Phan loai N&i dung cdng viéc Responsibilities and Ghi cha
Classification Content obligations Remark
bdi tac DHG
Partner
Thiét ké/ Design %] =
Ché taof Fabrication A H
FAT F H
Van chuyén/ Transportation A = Incoterm: DDP
Hé théng, L&p dat/ Installation v =
thiet bif Biéu chinh/ Adjustment a H
Systems, equipment < -
Tham dinh/ Qualification H A
SAT V|
Huén luyén nhan vién/ Training for staff vl =
Kiém tra trong qua trinh san xut/ Check in
. H %]
the actual production
Cai tao hé thdng, thiét bj phu tro dap (ng 5 a
Phu trg/ van hanh/ Renovating upstream utility
Utility works Két néi v&i hé théng phu tro/ Connecting = A
utilities
Thay ddi kién tric/ Architecture works = |
Khac/ Others Vat liéu van hanh thi¥/ Preparing the Material for =
FAT, Qualification, SAT (including preparing cost) ]
G&i nguyén liéu (bao gom chi phi guei)/ 0 5
Sending the material (including delivery cost)
Chi phi nhan sy thwe hién FAT (vé may bay,
khach san,...) cho ... ngu®i / cost for FAT E =
executing (airplane ticket, hotel fee,...) of ... people
Di d&if pha d&/ thanh ly/... may hién hiru/
Relocating/ demolition/ liquidation/... of an existing H H
machine
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Cong ty CO phan Dwoc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.

Sé/ No.: ME/2025/01/URS/M314-21

2.5. Thoi han giao hang theo hop déng (khéng
phai GMP):
5 thang ké tlr khi xac nhan dat hang.
2.6. Diéu kién bao gia va thanh toan (Theo yéu
cau clia DHG) (Khdng phai GMP)
Déi v&i Nha cung cap nwdc ngoai cé it nhét 1
dai dién tai Viét Nam
Ban sao gidy ching nhan dang ky kinh doanh,
gidy phép lién quan.
Bao cao tai chinh kiém toan/ndp cho co quan
thué cac nam 2022. 2023, 2024,

Cé liét ké cac dy an da thye hién trong tw. C6
hop ddng, bién ban nghiém thu, ban giao dwa
vao str dung/bién ban thanh ly hop ddng.

2.6.1. Bang bao gia:
+ Phai co tén ¢6ng ty, chir ky, dong dau.

+ Thé hién chi tiét cac dac tinh, théng sb
ky thuat thiét b, cac wu didm ndi bat
thiét bi.

+ Thé hién nwée san xuit, ndm san xuét.
Bao gié coé thoi han tir 2 thang tré 1én
ké tir ngay bao gia co6 hiéu lyc

+ Co ghi thoi gian bdo hanh thiét bi, téi
thiéu 12 thang ké tir ngay nghiém thu.

+ Bao gia bao gdm tat ¢a chi phi thudc
pham vi nha thau thirc hién theo URS.

Bao gdm tat ca chi phi ¢c6 lién quan
Bao gia ghi ré da co hay chua cé bao
gdm thué VAT,
2.6.2. Thanh toan
+ ng trwde 30 % gia tri hgp ddng ngay
sau khi ky hop ddng va DHG nhan du
hd so thanh toan..

MAu/ Form: P13/F09-BlI
L3n ban hanh clia mau: 20

Form's version

2.5. Delivery time according to the contract {(not GMP)

5 months upon receipt of order

2.6. Gonditions for quotation and payment (According
to DHG's request) (not GMFP)

For foreign suppliers with at least 1 representative
in Vietham

Copy of business registration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2022, 2023, 2024,

been
reports,
are

List of similar projects that have
implemented. Contracts, acceptance
handover/contract  liquidation  reports
available.

2.6.1. Quotation:

+ Must represent company name, signature,
company seal.

+ Show detailed information, specifications,
and outstanding advantages of the devices.

+ Show country, time of manufacture.
+ Quotations are valid for 2 months or more

from the effective date of quotation.

+ Must have warranty duration, at least 12
months after acceptance.

+ The quotation includes all costs within the
scope of the contractor's performance under
URS.

+ Include all relevant cost.

+ Must notify including VAT or not.

262 Payment

+ 30% advance of the contract value right after
signing the contract and DHG receives
enough payment documents..
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Cang ty Cb phan Dwgc Hau Giang
DHG Pharmaceutical Joint-stock company
PHONG CO BIEN/ ME DEPT.

S8/ No.: ME/2025/01/URS/M314-21

+ 50% ngay sau khi DHG nhan day da
thiét bj va hd so thanh toan.

+ 20% con lai sau khi nha cung cép hoan
thanh viéc I&p dat, van hanh, chay thi
dat y&u cau, hwéng dan DHG s dung
thiét bi, thie hién ky két Bién ban
nghiém thu ciing v&i DHG va cung cip
day dG hd so thanh toan cho DHG.

+ Dong tién thanh toan: Viét Nam Béng.

2.6.3 Bao lanh thanh toan

+ Bao lanh dy thau: 3% gia tri wdc tinh
clia gdi thdu, co hiéu lyc tir ngay phat
hanh dén 30 ngay sau thoi didm dong
thau.

+ Bao lanh tam Gng: tvong dwong gia tri
tam trng, cb hiéu lwe tir ngay phat hanh
dén khi gia tri tam ng duoc hoan tra
hoan toan.

+ Bao lanh thyc hién hop ddng: Téi thidu
10% gia tri hop ddng, cé higu lwc tir
ngay phat hanh dén khi két thuc cac
nghia vy hop dbng.

+ Bdo lanh bao hanh: Téi thidu 5% gia tri
hop dong, co hiéu lwe tir ngay nghiém
thu dwa vao s& dung dén két thic thoi
gian bao hanh.

3. CAU TAO HE THONG/ THIET B

MAau/ Form: P13/F09-B}
L&n ban hanh cta mau: 20

Form's version

+  50% value of the contract amount right after
DHG receives all equipment and payment
documents.

+ 20% remaining right after supplier
completes the installation, operation,
commissioning until passing requirement,
instruction for DHG to use the equipment,
perfomance of signing Acceptance minute
together with DHG and provide enough
payment documents for DHG.

+ Payment currency ; Viet Nam Dongs.

2.6.3 Payment guarantee:

+ Bid security: 3% of the estimated value of
the bid package, valid from the date of issue
until 30 days after the bid closing date.

+ Advance payment guarantee: equivalent to
the value of the advance payment, valid from
the date of issue until the advance payment
is fully repaid.

+ GContract performance guarantee: Minimum
10% of the contract value, valid from the
date of issue until the end of the contractual
obligations.

+ Warranty guarantee: Minimum 5% of the
contract value, valid from the date of
acceptance and putting into use until the end
of the warranty period.

. CONFIGURATION OF SYSTEMS/ EQUIPMENTS

STT Hé théng/ Thiét bj Sé lwong Ghi cha
Ordinal System/ Equipment Quantity Note
1 May dd kim loai/ Metal detector 01
5 Ha @6 cao ctia phiéu chira vién/ 01
Lower the height of the pellet hopper
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PHONG CO PIEN/ ME DEPT.
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Mau/ Form: P13/F09-BI
Lan ban hanh cta mau: 20

Form's version

Khi nén

Compressed air

Electric |
cabinet

1B
13

IEM

]\

May hit
b
Dust

collector |

[ may dap vien
| Tablet pressing
! machine
[;rn‘l 2700
—— 3 T
: \ l May do kim loa
\ i Melal detect
| May lau | T
{\ vién
Tablet
1100 deduster
! 1 75
- q
1 475
T = T
3 [ _ ' |
~ Ha dé cao
Low height

Mau dé/Red: Pham vi céng viéc nha thau/ Manufacturer's scope of work  * Ghi chli: don vi do do dai la mm

Mau xanh/Blue: Pham vi céng viéc ciia DHG/ DHG's scope of work

4. THONG SO SAN PHAM VA CAC TIEU CHi

Hinh 3. So dd bé tri may
Figure 3. Layout drawing of machine arrangement

4.1 Théng sbé san pham:

Danh muc san pham va céc théng sb lién

quan cho may dap vién:

Kich thwée vién nhd nhét va Ién nhat

PROCESS

4.1 Product parameters:

Note: Measuring unit of length level is mm

4. SPECIFICATION AND CRITERIA OF PRODUCT/

Product list and the related parameters for tablet

machine:

Smallest and largest tablet size

Kich thwéc vién

Bé day vién

Trong lwong

Hinh dang Tablet Dimension Tablet vién
STT - . ,
Mo, vién (mm) Thickness Tablet Weight
Tablet shape Dai Réng Pworng kinh (mm) (mg)
Length Width Diameter 9
1 Caplet 7.93-19.72 | 3.96-9.08 2.90-849 93 - 1191
2 Oval 7.59-19 4.01-9.34 2.32-6.89 85— 762
3 |Round tablet 6.01—-14.05| 2.66 —6.49 86 — 945
4 | Hexagonal |12.98 —13.03|14.90 —14.95 6.03 -6.37 808 — 841
5 Triangular | 7.43 —7.47 3.75-4.65 167 — 207
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PHONG CO BIEN/ ME DEPT.

S6/ No.: ME/2025/01/URS/M314-21

5. YEU CAU VE HE THONG / THIET BJ
~ Kich thuwéc miéng hdm phi hep véi kich
thuée vién clia cac san phdm trong danh
muc sdn pham & muc 4.
— Nang suat do kim loai tdi thidu déi véi vien
caplet: 80.000 vién / gitr.
- Bd nhay:
+ Hinh chu @ 0.25 mm Fe
+ Hinh cAu @ 0.30 mm Non-Fe
+ Hinh cau @ 0.40 mm thép khéng ri
— Chiéu cao nap vién clia may do kim loai
cho phép diéu chinh dé dang va phai
twong thich véi chiéu cao ra vién cGa may
lau vién (thdng tin tham khao — chidu cao
ra vién ctia may lau vién 1a 750 mm).
— Thoéng tin tham kh&o: Chiéu cao thing
chira vién & cubi day chuyén 475 mm.
— Trang bj banh xe gitip hé trer di chuyén cta
may dwgc dé dang.
6. YEU CAU CHUNG
6.1. Phi hop v&iluat, cac qui dinh va tiéu chudn
— Tiéu chuan GMP: Thiét bj phai dap ung
tiéu chudn WHO-GMP, EU-GMP, GMP
Nhat Ban, PICs-GMP.
— Tiéu chuan dién: thiét bi phai dat tiéu
chuén IEC hosc ISO.
~ D0 bn: khdng vurgt qua 85 dB trong pham
vi 1 mét.
6.2. Hé théng phu tro s8n ¢o
— Ngudn dign:
+ 230VAC (+5%, -10%) - 1pha - 50Hz.
~ Khi nén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).
6.3. Yéu cAu vé co khi
— Céc chi tiét tiép xuc voi tryc tiép san
pham; [am t& inox 304 ho#c 316L; nhya

MAau/ Form: P13/F09-BI
Lan ban hanh ctia mau: 20

Form’s version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

- The size of the detector entrance mouth is
suitable for the tablet dimensions of the
products in the product list at the article 4.

—  Minimum capacity of metal detecting in case of
caplet shaped tablet : 80,000 tablets / hour.
- Sensitivity:
+ Sphere @ 0.25 mm Fe
+ Sphere @ 0.30 mm Non-Fe
+ Sphere @ 0.40 mm Stainless steel

— The inlet height of the tablet metal detector
must be adjustable and appropriate with
discharge chute of tablet deduster (reference
information — the height of discharge chute of
tablet deduster is 750 mm).

- Reference information: The height of the tablet
container at the end of the line is 475 mm.

- Equipped with wheels/casters to support the
movement of machine easily.

6. GENERAL REQUIREMENTS
6.1. Comply with Law, Regulation and Standard

-~ GMP standard: Equipment must satisfy the
such standards WHO-GMP, EU-GMP, Japan-
GMP, PIC/s-GMP.

—  Electrical standard: Equipment must satisfy IEC
or ISO.

— Noise: not more than 85dB within 1m distance.

6.2. Specifications of the available utilities
— Power supply:
+  230VAC (+ 5%, -10%) - 1 phase - 50Hz,

- Compressed air: 0.60 MPa - 0.65 MPa (6 bar -
6.5 bar).

6.3. Mechanical requirements
- The component direct contacts to the product:
made of SUS 304 or SUS 316L; applicable
Plastic & Resin for drug (or equivalent
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Céng ty Cé phan Duwoc Hau Giang

DHG Pharmaceutical Joint-stock company
PHONG CO PIEN/ ME DEPT.
S6/ No.: ME/2025/01/URS/M314-21

va keo dugc phép ding trong dwoc phdm
(hodc twrong duong), khdong dwgc xay ra
phan (ng héa hoc gay anh hudng chat
lwong s&n pham.

Nha thdu cAn cung cip bao cao tham dinh

vat liéu (mill test).

. Yéu cau vé dién

Bao vé qua dong: may phai dwoc trang bj
thiét bi bao vé qua dong.

Bdo vé ro ri dién: Thiét bj can cé day tiép
dat.

Nhiét do hién thi kidu s nguyén.

Sau khi méat dién: may khéng duoc ty
ddng chay ma phai dwgc khéi ddng lai boi
ngurdi van hanh,

Khi ¢ sw cd méat dién: cac div lidu van
hanh dwore lwu lai va ¢6 thé sl dung khi
c6 dién tro lai.

TG dién yéu cAu oy thé tinh nang chdng
nwéde bui.

NGt dirng khan cap dweoc dat & vi tri thuan

tién dé dirng may ngay lap ttre.

6.5. Yéu ciu v& nGt nhan van hanh:

MAu/ Form: P13/F09-BI
LAn ban hanh clia mau: 20

Form's version

materials}, must not have chemical reactions
that could affect the product quality.

The vendor needs to provide the report of
Material test certificate (Mill test certificate).

6.4. Electrical requirements

Overcurrent protection; Machine needs to have

an overcurrent protection device.

Leakage protection: Machine needs to have
Earth wire.

Temperature is displayed in integer.

After power failure, Machine must not work

automatically. It must be manually started.

Whenever the power failure happends, the
operation data must be saved. it can be used
when power is back,

Electrical cabinet: Water, dust proof property is
required.

The emergency button should be intentionally

placed to convenient stop the machine

immediately.

6.5. Operating button specifications:

Mau sac Ghi chu
Color Remark
NGt khéi ddng/ Start button Xanh/ Green
Nt derng/ Stop button Do/ Red
Nt dirng khan cap/ Emergency D3/ Reg Kiéu: xoay dé& mé khoa
button Type: Turn-reset
NUt reset/ Reset Vang/ Yellow
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Céng ty C6 phan Duwoc Hau Giang

DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.
S8/ No.: ME/2025/01/URS/M314-21

Pén bao hiéu kidu thap: trong truéeng hop
thiét bi c6 1ap dat cot dén bao hiéu thi theo
yéu cau cla bang dudi day:

MAu/ Form: P13/F09-BI
Lan ban hanh cla mau: 20

Form'’s version

Signal tower lamp specifications: In case that
machine have Signal tower lamp, it should
comply with followings:

Mau séc Ghi chu
Calor Remark
Dirng/ Stop Po/ Red
Bao dong/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green

6.6. Y&u cau vé hé thdng khi nén

Thiét bi phai c6 b6 chinh ap khi nén va loc
phd hep.

6.7. Yéu cau vé vé sinh, bao tri, sira chira

Nha thdu can cung cép di¥ lidu “dién tich
tiép xtic v&i sdn phdm (cm?2)” cho qua trinh
tham dinh vé sinh clia DHG.

X0 Iy b& mat cac chi tiét tiép xtc tryc tiép
v&i sdn phdm: phai nhdn béng dé dé vé
sinh.

Vo bao che: Thiét bj sé dwoc lap dat trong

phadng sach (cAp sach D) nén vé bao che
phéi dwoc lam bang inox 304 (hodc vat
ligu twong duwong).

Khung may c6 két cau ctirng virng, it rung
déng khi van hanh.

Hé truyén dong duwoc thiét ké hoat déng
&n dinh va lién tyc.

Cac bd phén chuyén dong phai dwgc bao
che day d0 dé& dam bao an toan va tranh
tap nhiém.

D& vé sinh: May duwoc thiét ké dé vé sinh
& tat ca cac bé mat, thiét ké sao cho dé
dang kiém tra cac b& mét sau khi vé sinh.
D& thay ddi bd phan may: May phai dwoc
thiét ké dé dé thay dbi cac bd phan may.

8.6. Pneumatic (Compressed air) system requirements

The machine must have an appropriate
regulator {to control the pressure) and filter,

6.7. Requirements of cleaning, maintenance and repair

The vendor needs to provide the data of
“Surface area (cm?” for DHG's Cleaning
validation business.

Surface finishing of the components in direct
contact with the product: It must be smooth for
easy cleaning.

Exterior coverage: the machine will be installed
in the clean room {Grade D) so its exterior
coverage should be made of SUS 304 (or
equivalent materials).

Machine frame would be steady structure with
fow vibration during the operation.

Driving system must be designed for stable and
continuous operation.

The moving parts need to be covered
adequately for safety and prevention of the
contamination.

Easy to clean: Machine must be designed for
easy cleaning of all surfaces as well as visual
checking of cleanness.

Ease to change the parts: Machine must be
designed for easy changing the parts.
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6.8. Y&u cau vé phu kién

Nha thau cin cung cap céc vat tw tidu hao
trong vong 1 nam.

Nha thau c¢an cung cap danh sach phu
kién cling v&i bao gia.
8.9. Huén luyén van hanh
— Nha thau phai t6 chirc huan luyén cho
nguoi st dung vé trinh ty van hanh va vé
sinh may cling nhw phwong phap thao 1ap
may va bao tri.
6.10. Yéu cAu vé& nhan dinh dang
— Céc thiét bi phai dwoc dat ma sb va dugc
dén nhan nhan dang.
7. THAM BINH THIET B| VA NGHIEM THU
7.1. Mrc d6 can thiét
Tién hanh chon cac didu kign dudi day

Mau/ Form: P13/F09-BI
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6.8. Spare parts

The vendor heeds to provide the consumable
spare parts for 1 year.

The vendor needs to attach the spare parts
checklist togather with the quotation.

6.8. Operator training

The vendor needs to hold a training course for
the operation and cleaning sequency as well as
the assembly, dismanile and maintenance
instruction.

6.10. Reguirements for identification labels

Devices must be coded and labeled with
identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below

Piéu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT = A
SAT A H
Tham dinh/ Qualification A =
CSV (Computerized System Validation) = A

7.2. Pham vi trach nhiém, nghia vu: | 7.2, Responsibility, obligation
. L Trach nhiém, nghia vu o
Céng viéc Responsibility, obligation Ghi cha
Tasks e Note
Poi tac/ rartner DHG
Thyc hién tw kiém tra triede khi .
£ 5 Thirc hién/
x xXuat xwdng/ Check machine before
Tw kiém tra . execute
Self-checking release the machine
Bao cao tu kiém tra truedre khi
Xuat xwdng/ Report
Pé cuwong/ Protocol
FAT Thytc hién/ Execute
Bang ghi chép két qua/ Report
Kiémtra | Bang dé cuong/ Protocol Soan thao/ Phé duyéy/
Xac nhan — - 1 BIepars Approve
hid ;(h Thure hign (Lam thyee té)/ Thire higén/ Nhan chieng/
ngniem thu Execute execute witness
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. . Trach nhiém, nghia vu L
Céng viéc Responsibility, obligation Ghi chu
Tasks 7 Note
D0i tac/ Partner DHG
SAT B0 40/ Report Soan thao/ Phé duyét/
prapare approve
Bang d& cuong / Soan thao/
Protocol prepare
DQ Thirc hién/ Execute The hign/
execute
Bao caof Report Phé duyét/
- approve
Bang de cuong/ Soan thaof
Protocol prepare
Thue hién (Lam Thuc hién/
Q p
thire te)/ Execute execute
Béo céo/ Report Phe duyet/
approve
Bang dé& cuong/ Soan thao/
z i Protocol prepare
ghaﬂ} dt!,“h oa Thic hién (Lam Thuc hién/
ualfiication thyc t8)/ Execute execute
Bao cao/ Report Phé duyét/
approve
B Biéu mAu/Form
g’ﬁ‘gn Thue hién (Lam
Calibration thirc t8)/ Execute
Bao cao/ Report
Bang dé cwong / Soan thao/
Protocol prepare
PQ Thye hién (Lam Thyc hién/
thue t8)/ Execute execute
Bao caof Report Phé duygt/
approve

7.3. Didu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

7.34.

V& hd so: Nha san xuét ban giao day du
hé so theo d& xuat clia cong ty.

V& thiét bi: Ban giao day dU thiét bj kém
theo, dd nghé va phu ting thay thé dw
phéng.

Vé van hanh: Thiét bi hoat déng chinh
xac, én dinh (loai bd dwgc chinh xac mau
chtra kim loai).

V& san pham thye hién OQ va SAT: Nha
cung cAp cung cap mau thir két hop véi
san phdm dé thye hién

7.3. Acceptance conditions

731

7.3.2.

7.3.3.

7.3.4.

Document: Supplier submit all document which
DHG proposed.

Device: Handover all accessory, tools, spare
parts.

Operation: The machine must be reliable (exactly
reject the sample that contaminates the metal).

Equipment runs on products below for OQ and
SAT: Supplier provides test samples combined
with products for implementation
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8. HO SO BE XUAT

Hay cung cap cac hd so dwoc ndu bén dudi:
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8. DOCUMENTS

Provide documents below:

Cong viéc Ho so $6 lrong Ghi chu
Process Document Quantity Note
Hb so théng sb ki thuat/ Documents and 01 B&/
N drawings 01 Set
Ho so A
10 5o - , 01 B/
bao gia Bao gia/ Quotations
. 01 Set
Quotation -
Hop ddng/ Contract 04 BO/
7P dong/ Contrac 04 Set
. Bang thong sb ché tao/ Specification 01 B&/ ?;h)éa; ur;g%?
Hd Stg i(ta‘i;’{;;han documents anij drawings 01 Set For canfirmed purpose
e FS (Dac diém ky thuat chirc ndng) cho
esign
csv
FS (Function Specification) for CSV
H(,z) SO Pé& cuwong va ké& hoach/ Protocol
thiét ké/
PQ Béo caof Report
) ] ] Bao gom cac chieng
Tw kiém tra/ B4o cao nha san xuét tr kiém tra trwdc 01 B&/ nhan kiém tra céc bd
Self-checking khi xuat xwéng/ Report 01 Set phan chinh/ Including
main parts certificates
HS so FAT/ beé cuwong/ Protocol
FAT documents Bang ghi chép/ Report
3 .2 01 B/
HB s beé cwong kiem tra/ Protocol 01 Set
kiém tra va xac . Lz 01 B&/
nhan nghidm thu/ Bang ghi chép kiém traf Report 01 Set
SAT documents L a . ) 02 BS/
Bién ban nghiém thu/ acceptance minutes 02 Set
A IQ
Ee cuong/ oQ
rotocol - -
Hd so thém dinh/ Hiéu chuan/ Calibration
Qualification i 1Q
documents Bao cao tham 0q
dinh/ Report — =
Hiéu chuan/ Calibration
Hwéng dan van hanh/ Operation instruction 01 B4/
- r 01 Set )
Khac Ban vé tong thé trang thiét bi, hinh cac 01 B&/ Kém gidy chirng
Others b& phan, ban vé bo trif Drawing: general, 01 Set nhan vat lidu/

parts, equipment position

Ban vé lién quan dén dién, cac dung cu
do dac/ Electrical diagram, measuring tools

Including Mill sheet
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9. KHAC (LUU Y PAC BIET) (KHONG PHAI
GMP)
9.1. Thoi gian bao hanh (ddm baoc trach

nhiém sai s6t)

Bén cung cap thiét bi phai dam bao thiét
bi dap (rng da cac théng sbé ky thuat-chét

lrgng ma Duwgc Hau Giang da dat hang.

Thiét bi phai dap (*ng san xuit dwoc céc
san phdm ma Dwoc Hau Giang da néu
trén. Trwong hop ma thiét bj khong dap
¢ng san xuat cho 1 san pham nao dé ma
nguyén nhan thudc vé thiét bi thi nha cung
cAp phai khac phuc va chiu chi phi vé& van
dé do.

Thei gian bao hanh téi thidu 12 thang tinh
tlr ngay nghiém thu thiét bj.

9.2. Cung cép phu tung dv phong

Nha cung cap phai cung cap day du va kip
th&i cac phy tung dy phong ma Duwgc Hau

Giang yé&u cau.

9.3. Bao mat théng tin

T4t ca théng tin dwoc trinh bay va bi mat
kinh doanh cla cé haij bén chi dwoc sl
dung cho trwdrng hop nay va khéng dwoc
tiét 16 hodc dwa cho bén thir ba

Trudng hop song phwong cé thanh qua
tlr y tw&ng, phat minh trong qua trinh thiét
ké va st dung hé thdng/ thiét bj trong hop
ddng mang lai. Néu cé dy dinh ndp don
xin quyén s& hiru cong nghiép, cin théng
béo treée cho ddi tac, clung thao luan va
dua ra quyét dinh.

Mau/ Form: P13/F09-Bi
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9. OTHERS (Majority attention) (not GMP)

9.1.

9.2,

9.3.

Warranty period (guarantee fault responsibility)

The equipment supplier must ensure that the
the
specifications and gquality that DHG Pharma

equipment must be reached ali
has ordered.

The equipment must meet the production of
products mentioned above by DHG Pharma. In
case the equipment does not meet production
for a certain product and the cause belongs to
the equipment, the supplier must fix it and bear

the cost of that problem.

Warranty duration: at least 12 months from

acceptance test.

Spare parts supply
Supplier must provide sufficient and timely
spare parts required by DHG Pharma.

information security

All information presented and trade secrets of
both parties are only used in this case and not

disclosed or given to third parties

The bilateral case results from ideas, inventions
in the design and use of systems / equipment in
contracts. If one of both parties intend to apply
for industrial property rights, need to notify the
partner, discuss and make a decision
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