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Cong ty CP Dwogc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.
Sb/No.: ME/2025/02/URS/M313-10

2.

2

2.
3

2

. MUC PicH

Dau tw bd sung may lau vién dang ngang,
may hut bui va dwéng dén vién cho may dap
vién hién hiru cia Xuwdng 1.

N&ng cao nang suat chat lwong nham dap
¢ng nhu cAu chét lwgng cia EU-GMP.
PHAM VI CONG VIEC

.1 Tén hé thdng/thiét b May lau vién dang

ngang, may hat bui va dwéng dan vién.

S6 lweng: 01 day chuyén

Vi tri 1ap dat: Cong ty ¢d phan Dwoc Hau

Giang ~ Chi nhanh Nha may dwgc phdm

DHG tai Hau Giang (Xwdng 1).

+ Dija chi: L6 B2-B3 KCN Tan Phi Thanh
(giai doan 1), x& Tan Phu Thanh, huyén
Chéu Thanh A, tinh Hau Giang.

+ Phong |8p dit: Phang 025.

+ Cac ban vé lién quan:

+ Banvéxwéng 1:

2

! 1

2.
2,

Mau: P13/F09-BI

Form

L.an ban hanh cGa mau: 20
Form’s version

. PURPOSE

Invest New horizontal tablet deduster, vacuum
cleaner and connector for the existing tableting
machine of factory 1.

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

2. SCOPE OF WORK

1 Name of the system/equipment: horizontal tablst
deduster, vacuum cleaner and connector.

2 Quantity: 1line

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 roem: Room 025,

+ Related drawings:

+  Factory 1 layout:

i
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V1irl hign tai cua phong san xudt
Existing production room location

Hinh 1. Ban vé mat bang Xuwéng 1
Figure 1. Layout drawing of Factory 1
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+ Kich thuéc phong 1ap dat thiét b :

Mau: P13/F09-BI
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‘ + Installation room dimensions:

JJ May dap vién
/ Tablet pressing |«

2700 1200 1800

machine

v — )
May lau vién —— l— ‘ _ May do kim loai
Tablet deduster —§ Metal detector
a
1000mm
huna ( )
Vl[!”
Basket 2900mm
™ 7
v \V ]

Mau dé/Red: Pham vi céng viéc nha thau/
Manufacturer's scope of work

Mau xanh/Blue: Pham vi ¢ong viéc cta DHG/
DHG's scope of work

Hinh 2. Hinh minh hoa Kich thwéc mat bing phong 1&p dat thiét bj
Figure 2. illustration figure of Layout dimensions of Installation room

+ Piéu kién mai truéng :
+ Nhiétdo: 22+5°C
+ Am d6: 50 + 15%
+ Cépsach:D
2.4 Pham vi trach nhiém, nghia vu: Theo bang

+ Room conditions:
+ Temp:22+5°C
+  Humidity: 50 + 15%
+ Cleanliness: grade D

2.4 Scope of responsibilities and obligations: Follow

dudi the table below
Trach nhiém,
nghia vu o
Phan loai NGi dung cdéng viéc Responsibilities and Ghi chu
Classification Content _obligations Remark
DPoi tac
Partner DHG
Thiét ké/ Design ] =
Ché tao/ Fabrication ] =
FAT
Van chuyén/ Transportation M = :gg?;erm 2020
Thiét bi/ Lap dat/ Installation v =
Equipment | pidy chinh/ Adjustment V] =
Tham dinh/ Qualification %] ]
SAT | v
Huén luyén nhan vién/ Training for staff | =
Kiém tra trong qué trinh san xuét/ Check
. X = V1
in the actual production
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Trach nhiém,
nghia vy
Phan loai Ndi dung cong viéc Responsibilities and Ghi chi
Classification Content obligations Remark
Doi tac
Partner DHG
Cai tao hé thdng, thiét bi phu tro dap
tng van hanh/ 8 |
Phu tro/ Renovating upstream utility
Utility works fe A s
Két noi v&i hé thong phu tre/ Connecting 7] o
utilities
Thay ddi kién triic/ Architecture works = 1
Khac/ Others | vat lieu van hanh thit/ Preparing the
Material for FAT, Qualification, SAT (including |
preparing cost)
Gui nguyén liéu (bao gbm chi phi gy
Sending the material (including delivery cost)
Chi phi nhén sy thic hién FAT (vé may
bay, khach san,...} cho 2 nguei / cost for
FAT executing (airplane ticket, hotel fee,...) of 2
people
Di d&i/ pha d&/ thanh Iy/... may hién
hi*u/ Relocating/ demolition/ liquidation/... of an
existing machine
2.5 Thoi han giao hang theo hop déng 2.5  Delivery time according to the contract (not GMP):
(khong phdi GMP): 3-4 thang k& tir khi 3-4 months upon receipt of order.
xac nhan dat hang.
26 bidu kién bao gia va thanh toan (Theo | 26  Conditions for quotation and payment (According
yéu cdu clia DHG) (Khéng phai GMP): to DHG's request) (not GMP):
+ Pbi v&i Nha cung cép nwoc ngoai co it + For foreign suppliers with at least 1 representative

2.6
..‘L

nhét 1 dai dién tai Viét Nam

Ban sao gidy chirng nhan dang ky kinh
doanh, gidy phép lién quan.

Bdo cdo tai chinh kiém toanndp cho co
guan thué cac nam 2022. 2023, 2024.

Co ligt ké cac dy an da thuc hién twong fu.
Co6 hop ddng, bién ban nghiém thu, ban
giao duwa vao s dung/bién ban thanh Iy
hop ddng.

.1 Bang bao gia:

Phai 1a ban gbc co6 tén coéng ty, chiv ky,
déng déau.

in Viethnam

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 avaitable.

2.6.1 Quotation:

+

Must be original with company name, signature and
seal.

6/16




Céng ty CP Dwec Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO' BIEN/ ME DEPT.
Sb/No.: ME/2025/02/URS/M313-10

+

Thé hién chi tiét cac dac tinh, théng sb k¥
thuat thiét b, cac wu diém nbi bat thiét bj
(néu co).

Thé hién nwdc san xudt, ndm san xuét
{sau nam 2024)

Béo gia co6 thot han tir 2 thang tré 1&n ké
tir ngay bao gia co hiéu lyc

Thoi gian bao hanh thiét bi, tbi thidu 12
thang ké tir ngay nghiém thu.

Béo gia bao gbm tat ca chi phi thudc pham
vi nha thAu thire hién theo URS.

2.6.2 Thanh toan

..+.

_l_

Tam (rng tdi da 20% gia tri hop ddng trong
vong 7 ngay lam viéc khi ky hop déng va
DHG nhan di hé so thanh toan.

Thanh toan 50% gia tri hop ddng trong
vong 30 ngay lam viéc k& tir khi ky hoan
thanh nghiém thu SAT va DHG nhan dd hé
s¢ thanh toan.

Thanh toan 30% gia tri hop ddng con lai
trong véng 30 ngay lam viéc sau khi hoan
tht nghiém thu hop dbng va DHG nhan
dwoc bao Ianh bao hanh.

Péng tién thanh toan: Viét Nam Béng.

2.6.3 Bao lanh thanh toan

+

Bao lanh tam (rng: tirong dwong gia tri tam
trng, cd hiéu lwe tir ngay phat hanh dén khi
gia tri tam (rng duwec hoan tra hoan toan.
Bao lanh thwe hién hop déng: Téi thidu
10% gia tri hop ddng, cd hiéu lwc tir ngay
phat hanh dén khi két thuc cac nghia vu
hop déng.

Bdo lanh bao hanh: Téi thiéu 5% gia tri hop
déng, c6 hiéu lwc tlr ngay nghiém thu dwa
vao sl dung dén két thic thdi gian béo
hanh.

MAu: P13/F09-BI

Form

Lan ban hanh ciia mau: 20
Form’s version

+ Show detailed information, specifications, and
outstanding advantages of the devices (If any).

+ Show country of manufacture, year of manufacture
(after 2024)

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

+ Equipment warranty period, minimum 12 months
from date of acceptance.

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

2.6.2 Payment:

+ Maximum advance of 20% value of the contract
amount within 7 working days right after signing the
contract and DHG receives enough payment
documents.

+ Pay 50% value of the contract amount within 30
working days right after completing SAT
acceptance and DHG receives ali payment
documents.

+ Pay 30% remaining within 30 working days right
after completing contract acceptance and DHG
receives warranty guarantee.

+ Payment currency : Viet Nam Dongs.
2.8.3 Payment guarantee

+ 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 untif the end of the warranty period.
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3. CAU TAO HE THONG!/ THIET B| | 3. CONFIGURATION OF SYSTEMS/ EQUIPMENT
STT Thiét bi S6 lwong Ghi chu
No. Equipment Quantity Note

1 May lau vién dang ngang 1
Horizontal Tablet deduster

) May hut bui céng nghiép j

Industrial dust collector_ i i

Buong dan vién ket noi tir may dap vién dén may lau
3 vién va tir may lau vién dén may do kim loai 1
Tablet guidling connector from tableting machine to tablet deduster
and from the deduster to the tablet metal detector

May dap vién
Tablet pressing
machine
Electric Ty
cabinet 44— ) R
f L ] i W 2700
/ i
‘(' o | ]
\
|
| 3
May huot
bui 1100
Dust I
collector ‘
Mau do/Red: Pham vi céng viéc nha thau/ Manufacturer's scope of work * Ghi ch: don vi do do daila mm
Mau xanh/Blue: Pham vi cong viéc clia DHG/ DHG's scope of work Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So db bé tri hé théng may
Figure 3. illustration figure of Layout drawing of machines arrangement

4. THONG SO SAN PHAM VA CAC TIEU CHi | 4. SPECIFICATION AND CRITERIA OF PRODUGT/
PROCESS

- Related parameters of the products:

- C4c thong s6 clia cac sén phdm lién quan:

Kich thwéc vién % i aiR D6 clrng
. Tablet Dimension Bé day vién Trc_)ng_n vién
STT Hinh dang Tablet lwong vién Tablet
No vién (mm) Thickness | Tablet Weight hardness
" | Tablet shape = = 3 i
Dai Réng |DPwdng kinh
Length Width Diameter (mm) (mg) (kp)

1 Caplet | 3%~ 3é938‘ 2.90-849 | 93-1191 | 571-24.06
oval |750-19| *01- 2.32-6.89 | 85-762 | 3.87—19.06

Round tablet 6.01-14.05 | 2.66 —6.49 86 — 945 2.96 — 16.82

1298 - | 14.90- 6.03—-6.37 | 808-841 |15.70-23.65

4 | Hexagonal | “y30s | 4405

7.43 -
7 47 3.75-4.65 167 —207 | 4.69-14.98

5 Triangular
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Cong ty CP Dwec Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

Sé/No.: ME/2025/02/URS/M313-10

5. YEU CAU VE HE THONG / THIET B}

5.1. Yéu ciu dic biét

5.1.1. May lau vién dang ngang

- Cac chtre nang c6 thé cé nhu sz dung khi
nén, lyc hit chan khdng, chuyén ddng rung,
chuyén ddng quay hodc chirc ndng khac dé
lau sach bui bam trén bé mét vién sau khi ra
khoi may dap vién.

- Na@ing suét lau vién tdi thidu: 129.600 vién/gidy
- Cac thong sb néu cé nhu téc do, mirc dd
rung va lwu lwong khi nén cé thé didu chinh
phll hop véi téc dd may dap vién dé dam bao
sau khi lau vién sach bui, khdng anh huéng
dén cam quan vién (dat vé cam quan).

- Kich thuée : Ngé vao cla may phai phi hop
v&i chiéu cao mang ra cla may dap vién
(théng tin tham khao : chiéu cao méang ra cla
may dap vién 1a 1100mm) dé dam bdo sau khi
két ndi thi vién c6 thé di chuyén tir may dap
vién dén may lau vién.

- DAu ra cla may lau vién cé thé diéu chinh
dwoc, phai phi hep véi chiéu cao clia may do
kim loai (thdng tin tham khao: chiéu cao cla
may do kim loai la 750mm).

- Ngd ra clia may lau vién phai dwoc thiét ké
dwdng dan dé tranh viéc vién sau khi ra khoi
may lau vién bj roi, bé.

- May lau vién phai dwoc thiét ké véi cdng hut
bui @& két néi véi may hat bui.

- Chiéu cao may phai didu chinh dugc.

5.1.2. My hiit bui

- Ngudn dién st dyung phii hep v&i hé thdng
phu trgr higén co.

- Loc byi bao gdm Loc chinh cé chét ligu la ti
vai polyester va Loc Hepa (c6 loc dy phdng).
- Ap suét hat va lwu lvong khi hat cé thé didu
chinh d& phu hop véi didu kién lam viéc cla
may lau vién.

- Cong suét va stec chira phit hop véi didu kién
lAm viéc lién tuc 24/24 gid.

5.1.3. Pwéng dan vién két ndi tir may dap
vién dén may lau vién va tir may lau vién
dén may do kim loai

- Dbi v&i cac may dap vién ¢ 2 ngd ra ndm &
2 bén, dwdng dan vién phai dugec thiét ké gop
lai thanh 1 dwdng dan vién sao cho vién khéng
bi roi, bé& nhwng van dam bao da dé nghiéng
dé vién chay vao ngd vao clia may lau vién.

M&u: P13/F09-BI

Form
LAn ban hanh clia mau: 20
Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. Horizontal Tablet deduster

- Functions that can have such as using compressed
air, vacuum force, vibration motion, rotation motion or
other functions to clean dust on tablets after leaving
from tablet compressing machine.

- Minimum capacity of dedusting: 129,600 tablets / hour.

- All paramaters, if any such as speed, vibration level
and compressed air volume can be adjusted to maich
Tablet compression machine for ensuring that tablets,
after cleaning, do not affect the tablet appearances
(passed tablet visual appearance test).

- Dimension: Machine input must be appropriate to the
Tablet compression machine's finished tablet discharge
chute (reference information: the height of tablet
compression machine's chute is 1100mm}, with the aim
of ensuring that, after connection, the tablets can be
moved from tablet compressing machine to the
deduster.

- The outlet of tabiet deduster can be adjusted, and it
should match the height of the metal detector (reference
information: the height of metal detector is 750mm).

- The outlet of the tablet deduster must be designed with
guiding chute for avoiding that the tablets, after moving
out of the dedsuter, are fall and broken.

- The deduster must be designed with the avaitability of
vacuum connection gate for connecting the dust
coliector.

- The machine height must be adjustable.

5.1.2. Dust collector
- Electrical power is suitable with the available utility
system.

- Dust filters include main filter material of polyester and
Hepa filter (with back-up filters).

- Suction pressure and air volume can be adjusted so
that it is suitable with the working condition of the
deduster.

- Capacity and containing level are suitable with the
continuous working condition of 24/24 hours.

5.1.3. Tablet guidling connector from tableting
machine to tablet deduster and from the deduster to
the tablet metal detector

- In case the tableting machine has 2 tablet outlets
placed at 2 sides, the tabiet guiding lines are designed
so that they can gather into 1 guiding line for not causing
the tablets to fall, however, the guiding lines still ensure
enough alignment level for the tablet to fall into the
tablet deduster inlet. :

9/16



Cdng ty CP Dwoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ NE DEPT.

S6/No.: ME/2025/02/URS/M313-10

- Bam bdo khéng gian lam viéc sau rd hirng
vién voi kich thude 1a = 900mm (nhw Hinh 2).
6. YEU CAU CHUNG
6.1. Phu hop véi luat, cac qui dinh va tiédu
chuén

- Tiéu chudn GMP: Thiét bi phai dap (rng tiéu
chuan WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP.
- Tiéu chudn dién: thiét bj phai dat tidu chuén
IEC hoac 1SO.
- D9 6n: khéng vuot qua 85 dB trong pham vi
1 mét.
6.2. Hé théng phy tror sén c6 :
- Ngudn dién:

+ 400VAC (+5%, -10%) /3 pha/50Hz

+ 230VAC (+5%, -10%) /1pha/50Hz
- Khi nén: dap ng tot & didu kién ap suét tir
0.60 MPa - 0.65 MPa (6 bar - 6.5 bar).
6.3. Yéu céu vé co khi

- Céac chi tiét tiép xuc voi trwe tidp san
phdm: 1am tir inox 304 hodc 316L; nhwa va
keo dwoc phép dung trong dwec pham (hodic
tong dwong), khéng dwoc xay ra phan rng
héa hoc géy anh huéng chét lweng san pham.
6.4. Yéu cau vé dién

- Béo vé& qua dong: may phai duoc trang bj
thiét bj bdo vé qua dong.

- Bao vé ro ri dién: Thiét bj can co day tiép
dat.

- Sau khi mét dién: may khong duoc ty
dong chay ma phai dwgc khoi déng lai boi
ngwdi van hanh.

- Khi ¢6 sy ¢ méat dién: cac di lidu van
hanh dwoc lwu lai va cé thé sir dung khi c6
dién tré lai.

Mau: P13/F09-BI

Form

L&n ban hanh clia mau: 20
Form's version

- Ensure the working space after the basket with the
dimension of 2 900mm (as Figure 2).

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 avaifable utilities:
- Powar source:
+ 400VAC (+5%, -10%)/3 phase/50Hz
+ 230VAC (+5%, -10%)/1 phase/50Hz
- Compressed air: most stable at pressure drop from
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 materials), must not have
chemical reactions that couid affect the product guality.

6.4. Electrical requirements
- Overcurrent protection: Machine needs to have an

overcurrent protection device.

- Leakage protection; Machine needs to have Earth
wire.

- After power failure, Machine must not work
automatically. It must be manually sfarted.

- Whenever the power failure happends, the
operation data must be saved. It can be used when
power is back.
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- TG dién yéu cau cu thé tinh ning chéng
hwée bui.

- Nt dirng khan cap dwoc dat & vi tri thuan
tién dé dirng may ngay lap tre.
6.5. Yéu cau vé nit nhan van hanh :

Mau: P13/F09-BI

Form

L&n ban hanh clia mau; 20
Form's version

- 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

Nut khéi dong/ Start button Xanh/ Green

NGt dirng/ Stop button P06/ Red

Nt dirng khédn cap . Kiéu: xoay d& mé khoa
D6/ Red

Emargency button Type: Tum-reset

Nut reset/ Reset Vang/ Yellow

6.6. Yéu cau vé hé thdng khi nén

- Thiét bi phai c6 bd chinh ap khi nén va loc
phl hop.
- Khi nén st dung tiép xuc tryc tiép véi san
phdm phai thda man cac tiéu chudn yéu clu
cta DHG.
6.7. Y&u cau vé vé sinh, bao tri, stra chiva

- Xir Iy b& mét cdc chi tiét tiép xdc trye tiép voi
san pham: phai nhan béng dé dé vé sinh.

- V& bao che: Thiét bj sé& duoc |3p dat trong
phong sach (cAp sach D) nén vd bao che phai
dwoc lam bing inox 304 (hodc vat lidu tuong
dwong).

- Khung may ¢6 két cAu cirng vivng, it rung
déng khi van hanh.

- Hé truyén ddong duoc thiét k& hoat dong n
dinh va lién tuc.

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

- D& vé sinh: May dugc thiét ké dé vé sinh &
tht ca cac bé mat, thiét ké sac cho dé& dang
ki&m tra cac bé mat sau khi vé sinh.

- Cung cép dién tich tiép xtc tryc tiép véi san
pham d& DHG tham dinh v& sinh

- D& thay dbi bd phan may: May phai dwgc
thiét ké dé dé thay dbi cac bd phan may.

6.8. Yéu ciu vé phuy kién

- Nha thau can cung clp cac vat tw tiéu hao
trong vong 1 nam:

6.6. Pneumatic
requirements

- The machine must have an appropriate regulator (to

control the pressure) and filter. _

(Compressed  air)  system

- The compressed air for the process that contact
directly to the product, must comply with all the following
specifications of DHG.

6.7. Requirements of cleaning, maintenance and
repair

- Surface finishing of the components in direct contact

with the product: It must be smooth for easy cleaning.

- Exterior coverage: the machine wilt 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 he designed for easy
cleaning of all surfaces as well as visual checking of
cleanness.

- Provide area of direct contact with the product for DHG
to carry out cleaning qualification

- Ease to change the parts: Machine must be designed
for easy changing the parts.

6.8. Spare parts

- The vendor needs to provide the consumable spare
parts for 1 year.
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- Nha thau cén cung cép danh sach phuy kién
cung va&i bao gia.
6.9. Huén luyén van hanh

Nha thdu phai t6 chirc hudn luyén cho
ngwei st dung vé trinh tw van hanh va vé sinh
may cling nhw phuong phap théo Iap may va
bao tri.
6.10. Y&u céu vé nhan nhan dang
- Cac thiét bj phai dwoc dat ma sé va dwoc
dan nhan nhén dang.
7. THAM BINH THIET B| VA NGHIEM THU
7.1. Mirc do can thiét

Tién hanh chon cac didu kién duwdi day:

Mau: P13/F09-BI

Form

L&n ban hanh cGa mau: 20
Form'’s version

- 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.

8.10.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 Khoéng cén thiét
Process Necessary Unnecessary
FAT 8 ¥
SAT 04 =
Tham dinh/ Qualification %] =
CSV (Computerized System Validation) &= 1

7.2. Pham vi trach nhiém, nghia vuy:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu

Cong viéc Responsibility, obligation Ghi chu
Tasks Doi tac/ DHG Note
Parther
Thic hién tw kiém tra trwéc khi .
£ 4 : Thwc hién/
x xuat xwong/ Check machine before ¢ -
Tw kiém tra | release the machine execute
Self-checki . . . . .
el-ehecxing Ba? cao tw kiém tra trwdc khi Thuye hién/ Phé duyét/
xuat xwdng/ Report execute approve
Pé cuong/ Protocol
FAT Thirc hién/ Execute
Bang ghi chép két qua/ Report
_ 2 A Soan thao/ Phé duyét/
Kidm tra | Bang dé cuwong/ Protocol orepare approve
xac Nhan | Thye hign (Lam thirc t8)/ Execute | 1% hién/ | Nhan ching/
nghiém thu ) i i execute witness
SAT Bao cAo/ Report Soan thao/ Phé duyét/
prepare approve
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Trach nhiém, nghia vy
Cdng viéc Responsibility, obligation Ghi chu
Tasks Poi tac/ DHG Note
Partnher
Bang dé cwong / ] Soan thaof
Protocol prepare Ap dung cho
DQ Thuc hién/ Exeaute . Thyc hign/ | may lau vién
¢ : execute Applying for the
Béao caof/ Report - Phé duyét/ | deduster
approve
Bang dé cwong/ ] Soan thao/
Protocol- prepare Ap dung cho
Tham dinh Q T‘hU’C hién (Lam thyc ] Thiee hién/ | may lau vién
Qualification t€)/ Execute execute Applying for the
, A & deduster
Bao cao/ Report - Phé duyet
approve
Bang d& cuong/ ] Soan thao/
Protocol prepare Ap dung cho
0Q T‘hu’c hién (Lam thuc i Thirc hién/ | may lau vién
té)/ Execute execute Applying for the
. . & & deduster
Bao caof Report - Phé duyét/
approve
Biéu mau/Form
Higy Thue hign (Lam thye
chuan té)/ Execute
Calibration
Bao cao/ Report
Tham dinh TR i
Qualification Bang de cwong / ) Soan thao/
Protocol prepare Ap dung cho
PQ Thye hién (Lam thye ) Thire hiégn/ | may lau vién
t&)/ Execute execute Applying for the
- A dluA dedust
Béo céo/ Report - Phé duyet/ | fedtsier
approve

7.3. Didu kién nghiém thu

7.3.1. Vé hé so: Nha san xuét ban giao day dd

hd so theo d& xuét clia cong ty.
7.3.2. Veé thiét bi: Ban giao day du thiét bj kém

theo, d& nghé va phu tlng thay thé dw
phong.

7.3.3. V& van hanh: Thiét bi phai dap ¢ng diéu

kién hoat déng lién tuc khéng dirng may
trong 24 gi&. Va, san phm khéng bj sai
léch v& mat hinh thirc va dworc lau sach
bui sau khi di qua thiét bi.

7.3. Acceptance conditions

7.3.1

7.3.2.

7.3.3.

Document: Supplier submits all document which

DHG proposed.

Device: Handover all accessories, toois, spare

parts.

Operation: The system must satisfy the
continuous operation in 24 hours. And, the
products do not have any deviation relating to
tablet appearance, and they are clean after

going through the system.
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8. HO SO PE XUAT

Hay cung cp cac hd so dwoc néu bén dwoi:

Mau: P13/F09-Bl
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LAn ban hanh cia miu: 20
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8. DOCUMENTS

Provide documents below:

Cong viéc Hb so $6 lwgng Ghi chu
Process Document Quantity Note
H so thdng sb ky thuat/ Documents and 1 Bo/
N drawings 01 Set
Ho so 01 Bo/
bao gia B&o gia/ Quotations 01 Se
d et
Quotation 04 B3/
» 0
Hop dong/ Contract 04 Set
N , - ~ o
ml]—;.o Stg‘z(taIS‘/ Bang théng sb6 ché tao/ Specification 01 Bo/ Z)e 3(?0 nh;;m (ppe
an tISLKE/ | yoeiments and drawings 01 Set uygz) or
Design confirmed purpose
A
Ho so Pé cwong va ké hoach/ Protocol
thiet ke/ e
DQ Bao cdof Report
Bao gdm céc
r i~ =X
Tw kiém tra/ | Bao cdo nha san xuét ty kiém tra truéc 01 B&/ ;:hu’ng' nhbaﬁn k;]enm
self-checking | khi xuét xwéng/ Report 01 Set fa cac bo phan
chinh / Including
main parts certificates
Hb so FAT/ | D& cwong/ Protocol
FAT documents | Bang ghi chép/ Report
Ho so Dé cwong kiém tra/ Protocol %11 2‘3/
kiém tra va - 01 Bo/
x&c nhén Bang ghi chép kiém tra/ Report 01 Set
nghiém thu/ ' 02 Bo/
SAT documents | Bién ban nghiém thu/ acceptance minutes 02 Set
. | Q
e cuong
Hb so thdm | Protocol 09 .
dinh/ Hiéu chuan/ Calibration
Qualification < Q
documents Bao cao tham oQ
dinh/ Report — <
Hiéu chuan/ Calibration
. KA ba _ \ 01 Bo/
Hwdng dan van hanh/ Operation instruction 01 Set
Ban vé tdng thé trang thiét bi, hinh cac bd
Kha phan, ban vé& bb tri/ Drawing: general, parts,
ac equipment position
Others 01 Bo/
Danh sach phu tung/ Spare parts list o1 Sé)t
Ban vé lién quan dén dién, cac dung cu 01 B&/
do dac/ Electrical diagram, measuring tools 01 Set
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9. KHAC (Lwu y dic biét) (khédng phai
GMP)
9.1. The&i gian bao hanh (dam bao trach
nhiém sai sot):

- Bén cung céap thiét bj phai dam bao thiét
bi dap (rng du cac théng sb ky thuat-chat
lvong ma Dwoc Hau Giang da dat hang.
- Thiét bi phai dap trng san xuat dwoc cac
san phdm ma Dwoc Hau Giang da néu
trén. Trwdng hop ma thiét b khéng dap
(rng san xuat cho 1 sadn phadm nao dé ma
nguyé&n nhan thudc vé thiét bj thi nha cung
cAp phai khac phuc va chiu chi phi vé van
dé do.
- Th&i gian bao hanh téi thiéu 12 thang
tinh t&r ngay nghiém thu thiét bi.

Cung cap phu tung dw phong:
- Nha cung cap phai cung cip day dd va
kip th&i cac phu ting dw phong ma Dwoc
Hau Giang yéu cau.

Bao mat thong tin:
- TAt ca théng tin dwoc trinh bay va bi mét
kinh doanh cla ca hai bén chi dwoc st
dung cho trwéng hop nay va khéng duoc
tiét 16 hodc dwa cho bén thir ba
- Trwdng hop song phwong cé thanh qua
ttr y twéng, phat minh trong qua trinh thiét
ké va str dung hé théng/ thiét bj trong hop
déng mang lai. Néu cé dw dinh nép don
xin quy&n s& hiru cong nghiép, can théng
bao trudc cho ddi tac, cung thao ludn va
dwa ra quyét dinh.
TINH TRANG BAN HANH, SUA POI

9.2.

9.3.

10.

Mau: P13/F09-BI

Form

Lan ban hanh ctia mau: 20
Form's version

9. OTHERS (Majority attention) (not GMP)

9.1. Warranty fault

responsibility):

period (guarantee

- 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

10. REVISION HISTORY

Muc
Section

Noi dung stra doi
Content

Lan ban hanh/ version: 1, Ngay phé duyét/ Approved date: 28/02/2025

New issuance

Ban hanh maoi

Lan ban hanh/ Version: 2, Ngay phé duyét/ Approved date: .¢4,. Q4 [0S

15/16



Cong ty CP Dwgc Hau Giang

DHG Pharmaceutical Joint stock Company

PHONG CO BIEN/ ME DEPT.

Sb/No.: ME/2025/02/URS/M313-10

Mau: P13/F09-BI

- Form

L&n ban hanh cta mau: 20
Form's version

Muc N&i dung stra doi
Section Content
Thay ndi dung: “May lau vién nén” -> “May lau vién nén

Tén tai liéu / Document name

dang ngang”
Change conient of. “Tablet deduster" -> "Horizontal tablet deduster”

1. Muc dich / Purpose

2. Pham vi céng viéc / Scope of
work

3. CAu tao Hé théng / Thiét b /
Configuration of system / equipment

Thay ndi dung: "May lau vién nén” -> "May lau vién nén
dang ngang”
Change content of. “Tablet deduster’ -> "Horizontal tablet deduster”

2.5. Th&i han giao hang theo
hop déng (khéng phai GMP) /
Delivery time according to the
contract (not GMP

Thay ndi dung: "5 thang ké tir khi xac nhan dét hang” ->
“3-4 thang ké tir khi xac nhan dit hang”

Change content of. “5 months upon receipt of order” -> "3-4 months
upon receipt of order”

5.1. Yéu clu dic biét / Special
requirements

Thay ndi dung: "5.1.1. May lau vién” -> “5,1.1. May lau
vién dang ngang”

Change content of: “5.1.1. Tablet deduster” -> “5.1.1. Horizontal Tablet
deduster”

5.1.1. May lau vién dang ngang
{ Horizontal tablet deduster

Thay néi dung: “Ddi v&i may lau vién dang ndm ngang,
chidu cao may phai didu chinh dwoc” -> “chidu cao may
phai didu chinh dwoc”

Change content of: "In case of horizontal tablet deduster, the machine
height must be adjustable” -> "the machine height must be adjustable”

5.1.3. Puwdng dan vién két ndi
tr may dép vién dén may lau
vien va tr may lau vién dén
may do kim loai / Tablet guidling
connector from tableting machine to

tablet deduster and from the deduster
to the tablet metal detector

B ndi dung: “Thiet ké phu hop dé vién sau khi ra khdi may
dap vién cé di a6 nghiéng dé chay vao ngdé vao cla may
lau vién. Va, d& dang lay mau vién & cac ngé ra clia may
dap vién” va “Ngé ra clla may lau vién phai cé dwéng dan
két néi v&i may doé kim loai sao cho d& dang lay mau vién &
ngd ra ctia may lau vién”

Remove the contents of. “Appropriate design so that the tablets, after
moving out of the tableting machine, have enough alignment level for
moving into the tablet deduster. And, it is easy for sampling the tablets
at the outlet of the tableting machine” and "The outlet of the deduster

must have the connector to connect with the metal detector so that it is
easy for sampling the tablets at the outlet of the deduster”
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VI mét cufc sdng khée dep hon

YEU CAU NGUO'I SU DUNG
Hé théng/Thiét bi:

MAY LAU VIEN NEN DANG

NGANG
USER REQUIREMENTS
SPECIFICATION
System/Equipment:
HORIZONTAL TABLET DEDUSTER

Form

e Mau: P13/F09-BI

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

No.

S6: ME/2025/02/URS/M313-11

Version

LAn ban hanh: 01

® Tén hé thdng/thiét bi/System/equipment name: May lau vién nén dang ngang / Horizontal Tablet deduster

® Ma sé hé thdng/thiét bi/Systemlequipment code: M313-11
® Model (Néu co/if any): N/A

® | v do ban hanh/Reason for issued:

1 Lédp ma&i

New installation

£ Khi c6 thay dbi
When changing

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

Ho va tén Ky tén Ngay
Full name Signature Date
Nguwoi thire Tran Nam Hung
hién (Nhan vién To thiét bj san xuat / 4{&/ otly JOY JotodS
Implemented by Staff of Production Equipment Group) e
Nguyé&n Van Phi '
(TO trwdng To thiét bj san xuat / //}L«/ 924004 { 202‘_(
P A

Team leader of Production Equipment Group)

Lé Hiru Hanh

£ > A /’
(Quan doc xwéng 1/ ‘h[ﬂ/ L )&/ |72 o &
Manager of Factory 1) e ————— i
Tran Minh Luén 4
Nguwei xem xét 2 . . ‘
S— (Trwedng Phong nghién ctru va phat trién / 2 Z(ﬁc'lfé 24 04/202(
RD Manager) E
Tran My Thién oV
(Phé Phéng Co dién / ra S | 90 [0k | 200x
Deputy Head of ME) V///
Katsunori Osawa
(Trwéng Phong Co dién / N 5
ME dept. Manager) KLX H)%//(/QJ 24/%(/‘202‘5-
Nguwoi phé Tran Binh Thuan
duyét (Trwéng Phong Quan ly chat lwgng / EMLLUL& £4/04 /L_ga;uﬁ
S

Approved by

QM dept. Manager)
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1o MUC BICH ..ot 4
PURPOSE
2. PHAM VECONG VIEC .....oooioiieeeeeoee et 4
SCOPE OF WORK
2.0, TEIR NG INONGNIEE DI ... oo oo st s e e 4
Name of the system/ equipment
220 SOIWONG ..o e e e 4
Quantity
2.3 VIHTIED QB oo ettt s et 4
installation location
2.4, Pham vi tréch nhigém, nghia V. THeo DNG GG ...........oocooveeeeeeeeeeeeeeeeee e e e 5
Scope of responsibifities and obligations: Follow the table below
2.5, Thoihan giao hang theo Aep dong (KAONG PRAT GMP).......cooeeeeeeeee oo 6
Delivery time according fo the confract (not GMP)
2.6.  Dibu kién béo gia va thanh toan (Theo yéu cdu cua DHG) (Khong phai GMEP) ..o 6
Conditions for quotation and payment (According fo DHG's request) (not GMP)
3. CAU TAO HE THONG/ THIET Bl e 8
CONFIGURATION OF SYSTEMS/ EQUIPMENTS
4. THONG SO SAN PHAM VA CAC TIEU CHi ......oooviviiioe oo, 8
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
5. YEU CAUVEHE THONG / THIET Bl.oooooeoe oo 9
REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
8. YEU CAU CHUNG ......cooooiiiiieeoee et ee e, 10
GENERAL REQUIREMENTS
6.1, Ph hop voi ludt, CEC quIi GNP VE BBU CRUBIT ...........oo.eoeeeeeeeeeeees e eee e e aee e eees s 10
Comply with Law, Regulation and Standard
6.2, HENONG DI I SBN CO..c...oooeoeeeeeeee e e, 10
Specifications of the available utilities
B.3.  YBU CAU VB CO KA ..ottt et s e e 10
Mechanical requirements
B4, YU CAU VB (IBI ..ottt ettt ettt 10
Electrical requirements
6.5, YBU CAU VB NUE VAT ABNN ...oocotovvvivvoo et vece oottt 11
Operating button specifications
6.6, YBU CAU VE N HAONG KIT O ..o oo, 11
Pneumatic (Compressed air} system requirement
6.7. YU CAU V8 V& SIt, DEO T, STA CRPA co..voveoeeoeeeve oot r e 11
Requirements of cleaning, maintenance and repair
6.8 YBU CAU V8 DAL KIBN........oovoovioieecoeiiseeese st s e 11

Spare parts
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6.9.  HUAN 8N VAN BANA ..o e et 12
Operator training
6.10. YU CAU VB NNEN NDBN GBI c..ooovoeoeeoeeeeeeeeeeeeee et eb ettt sttt ettt e ettt 12
Requirements for identification labels
7. THAM PINH THIET Bl VA NGHIEM THU ...t e 12
QUALIFICATION AND ACCEPTANCE TEST
7.9, MG G0 GAIMNERIBE. ...ttt e 12
Necessary conditions
7.2 Pham Vilrdch NRIGI, NGATA VU .....c.coooieeeii ettt sttt a e et s e et a st 12
Responsibility, obligation
7.3 DIBU KIBN GBI MU .ot e e 13
Acceptance conditions
8. HO SO DE XUAT ..ottt 14
DOCUMENTS
9. KHAC (Lwu y ddc biét) (khong phai GMP)...........o 15
OTHERS (Majority attention) (not GMP)
9.1.  Thoigian bdo hanh {dam bao trdch nhigm Sai SO ...t 15
Warranty period (guarantee faulf responsibility)
0.2, CuNG CAP P HING AP PHONG ..ottt 15
Spare parts supply
0.3, BBO MEEINONG HIY..ocooieviiee ettt s b e e ekt 15
Information security
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1. MUC PiCH
Bau tw bd sung may lau vién dang ngang,
may hat bui v& dwdng dan vién cho may
dap vién hién hiru clia Xuwdng 1.
Nang cao nang suat chét lwgng nham dap
trng nhu clu chat lwong cla EU-GMP.
2. PHAM VI CONG VIEC
2.1 Tén hé thbng/thiét bj: M4y lau vién dang
ngang, may hat byi va dwéng dan vién.
2.2 S6lugng: 01 day chuyén
2.3 Vitril&p dat: Céng ty cd phan Dwoc Hau
Giang — Chi nhanh Nha may dirgrc phadm
DHG tai Hau Giang (Xwéng 1).

+ Bia chi: Ld B2-B3 KCN Tan Ph{ Thanh
(giai doan 1), x4 Tan Pha Thanh, huyén
Chau Thanh A, tinh Hau Giang.

+ Phong lap d&t: Phong 029.

+ Cac ban vé lién quan:

+ Ban vé xwdng 1 :

Mau: P13/F09-B!

Form

Lan ban hanh ctia mau: 20
Form’s version

. PURPOSE

invest New horizontal tablet deduster, vacuum cleaner
and connector for the existing tableting machine of
factory 1.

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

2. SCOPE OF WORK
21 Name of the system/equipment. horizontal tablet

deduster, vacuum cleaner and connector.

2.2 Quantity: 1 line
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: Room 029,

+ Related drawings:
+ Factory 1 layout:
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Existing production room location

Hinh 1. Ban vé mé&t bng Xuéng 1
Figure 1. Layout drawing of Factory 1
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Céng ty CP Duoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO' PIEN/ ME DEPT.

Sb/No.: ME/2025/02/URS/M313-11

+ Kich thwéc phong I1&p dat thiét bi : Installation room dimensions:

| +

4
[
Phéng
Room
May dap vién 2 3500 1000 1500
/| Tablet pressing |e >
’;' machine -,
5 Mau do/Red: Pham vi cong viéc nha thau/
e e Manufacturer's scope of work
May lau vien — p. ~ May do kim loai Mau xanh/Blue: Pham vi ¢éng viéc cia DHG/
Tablet deduster =F Metal deteclor DHG's scope of work
a
1000mm
R6G )
hima ™ <*j :
vién
Basket \ 2900mm
_ v ‘ \/l i

Hinh 2. Hinh minh hoa Kich thwac mat bing phong lap dat thiét bi
Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién méi treong : + Room conditions:
+ Nhiét d6: 22+ 5°C + Temp:22+5°C
+ Am d6: 50 + 15% +  Humidity: 50 + 15%
+ Cépsach: D + Cleanliness: grade D
2.4 Pham vi trach nhiém, nghfa vu: Theo | 24 Scope of responsibilities and obligations: Follow the

bang duéi table below
Trach nhiém,
nghia vu
Phéan loai NJi dung cong viéc Responsibilities and Ghi cha
Classification Content _obligations Remark
boi tac
Partner DHG
Thiét ké/ Design v =
Ché tao/ Fabrication %] H
FAT
Van chuyén/ Transportation M =) llg[c)%term )
Thiét bi/ Lép dat/ installation | B
Equipment | Bidy chinh/ Adjustment | =
Tham dinh/ Qualification | |
SAT V1 M|
Huén luyén nhan vién/ Training for staff %} =
Kiém tra trong qua trinh sén xuét/ Check = o
in the actual production
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Trach nhiém,

nghia vu
Phan loai Néi dung cong viéc Responsibilities and Ghi chi
Classification Content _obligations Remark
boi tac
Partner DHG
Cai tao hé théng, thiét bj phu tro dap
trng van hanh/ =) b1
Phu tro/ Renovating upstream utility
Utility works i .. .
Ket ndi v&i hé thong phu tro/ Connecting ¥ o
utilities
Thay d6i kién trac/ Architecture works = ]
Khac/ Others | vat fiéu van hanh thi/ Preparing the
Material for FAT, Qualification, SAT (including = |

preparing cost)

G nguyén liéu (bao gdm chi phi giri)/
Sending the material (including delivery cost)

Chi phi nhan siy thirc hién FAT (vé may
bay, khach san,...} cho 2 nguwdi / cost for
FAT executing (airplane ticket, hotel fee,...) of 2
people

Di doif pha d&/ thanh Iy/... méy hién
hiru/ Relocating/ demalition/ liquidation/... of an

existing machine

2.5 Thoi han giao hang theo hop ddng
(khéng phai GMP): 3-4 thang ké ttr khi
xac nhan dat hang.

2.6 Piéu kién bao gid va thanh toan (Theo
yéu céu clia DHG) (Khdng phai GMP);

+ D6i véi Nha cung clp nwéc ngoai co it
nhat 1 dai dién tai Viet Nam

+ Ban sao gidy chirng nhan ding ky kinh
doanh, gidy phép lién quan.

+ Bdo céo tai chinh kiém toan/ndp cho co
quan thué cac nam 2022. 2023, 2024.

+ Coé liét ké cacdw an da thue hién twong tu.
Co hop ddng, bién ban nghiém thu, ban
giac duwra vao sir dung/bién ban thanh ly
hop dbng.

2.6.1 Bang bao gia:

+ Phai la ban gbc co tén cong ty, chiv ky,
déng dau.

2.5  Delivery time according to the contract (not GMP):
3-4 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 cerificate, related
licenses.

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

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

2.8.1 Quotation:

+ Must be original with company name, signature and
seal.
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Céng ty CP Dueec Hau Giang
DHQ Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.

Sb/No.: ME/2025/02/URS/M313-11

-

Thé hién chi tiét cac dic tinh, théng sbé ky
thuat thiét bi, cac wu diém ndi bat thiét bj
(néu co).

Thé hién nwéc san xudt, ndm san xuat
{sau ndm 2024)

Bao gia co thoi han tir 2 thang tré 1&n ké
tlr ngay bao gia cé hiéu lwc

Théi gian bdo hanh thiét bj, toi thiéu 12
thang ké tir ngay nghiém thu.

Bao gia bao gdm t4t ca chi phi thuéc pham
vi nha thau thwe hién theo URS.

2.6.2 Thanh toan

+

+

+

Tam (ng tbi da 20% gia tri hop déng frong
vong 7 ngay lam viéc khi ky hop déng va
DHG nhéan 80 hd so thanh toan.

Thanh toan 50% gia tri hop dbng trong
vong 30 ngay lam viéc ké tir khi ky hoan
thanh nghiém thu SAT va DHG nhan di hd
so thanh toan.

Thanh toan 30% gia trj hop ddng con lai
trong vong 30 ngay lam viéc sau khi hoan
tat nghiém thu hop ddng va DHG nhan
dwoc bao lanh bao hanh.

Pdng tién thanh toan: Viét Nam Déng.

2.6.3 Bao lanh thanh toan

+

Bao l&nh tam (rng: trong dwong gia tri fam
trng, ¢6 hiéu lwc tir ngay phat hanh dén khi
gia tri tam (rng dwoe hoan trd hoan toan.
Bao lanh thwe hién hop déng: Toi thiéu
10% gié tri hop déng, co hiéu lirc tir ngay
phat hanh dén khi két thic cac nghia wu
hop dong.

Bdo lanh bao hanh: Téi thiéu 5% gia tri hop
ddng, c6 hiéu luc tir ngay nghiém thu dwa
vao s dung dén két thic thei gian bao
hanh.

Mau: P13/F09-BI

Form

Lan ban hanh clia mau: 20
Form's version

+ Show detailed information, specifications, and
outstanding advantages of the devices (if any).

+ Show country of manufacture, year of manufacture
(after 2024)

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

+ Equipment warranty period, minimum 12 months
from date of acceptance.

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

2.6.2 Payment:

+ Maximum advance of 20% value of the contract
amount within 7 working days right after signing the
contract and DHG receives enough payment
documents.

+ Pay 50% value of the contract amount within 30
working days right after completing SAT
acceptance and DHG receives all payment
documents.

+ Pay 30% remaining within 30 working days right
after completing contract acceptance and DHG
receives warranty guarantee,

+ Payment currency : Viet Nam Dongs.
2.6.3 Payment guarantee

+ Advance payment guarantee: equivalent to the
value of the advance payment, vaiid 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.
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3. CAU TAO HE THONG/ THIET BJ

Mau: P13/F09-BI

Form

Lan ban hanh ctia mau: 20

Form's version

‘ 3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiét bi S6 lwong Ghi chu
No. Equipment Quantity Note
1 May lau vién dang ngang 1
Horizontal Tablet deduster
2 May hat bui cdng nghiép 1
Industrial dust collector
Buong dan vién két noi tr may dap vién dén may lau
3 vién va tlr may lau vién dén may do kim loai 1
Tablet guidling connector from tableting machine to tablet deduster
and from the deduster to the tablet metal detector
i May dap vién
Tablet pressing
il machine
Electj\i-l TN
cabinet |:1{ N \
—— 2700

May hul
b
Dust

callector

3

1100

Mau dé/Red: Pham vi cong viéc nha thau/ Manufacturer's scope of work
Mau xanh/Blue: Pham vi cong viéc clia DHG/ DHG's scope of work

* Ghi chu: don vi do dé dai la mm
Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So a6 b4 tri hé théng may
Figure 3. illustration figure of Layout drawing of machines arrangement

4. THONG SO SAN PHAM VA CAC TIEU CHi | 4. SPECIFICATION AND CRITERIA OF PRODUCT/

PROCESS
- Cac théng s6 clia cac san phdm lién quan: | - Related parameters of the products:
P.(r':brl'etthi‘:g’c ion Bé day vién | Trong lweng by cung
M ension Al vien
STT Hinh dang Tablet vién Tablet
No. vién (mm) Thickness Tablet Weight hal%nzss
Tablet shape = ry 3 z
Dai | Rong |Pwdng kinh
Length | Width | Diameter (mm) (mg) (kp)
7.93—- | 3.96 -
1 Caplet 19.72 9.08 2.90-8.49 93 - 1191 571 -24.06
759- | 4.01 -
2 Oval 19 934 2.32-6.89 85-762 3.87-19.06
3 | Round tablet 6.01 — 14.05 | 2.66 —6.49 86945 | 2.96- 16.82
12,98 — | 14.90 -
4 Hexagonal 13.03 | 14.95 6.03 -6.37 808 — 841 15.70 — 23.65
5 | Triangular 7%427‘ 3.75-4.65 | 167-207 | 4.69—14.98
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Céng ty CP Duoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO PIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-11

5. YEU CAU VE HE THONG / THIET BI

5.1, Yéu cau dic biét

5.1.1. May lau vién dang ngang

- Cac chirc nang ¢6 thé c6 nhw st dung khi
nén, lwc hit chan khéng, chuyén déng rung,
chuyén déng quay hodc chirc nang khac dé
lau sach bui b&m trén bé mat vién sau khi ra
khéi may dap vién.

- Nang suét lau vién téi thidu: 129.600 vién/gidy
- CAc théng s néu c6 nhu tbc dd, mic dd
rung va lwu lweng khi nén co thé didu chinh
phit hop véi tbe dd may dap vién dé dam bao
sau khi lau vién sach bui, khéng anh hwéng
dén cam quan vién (dat v& cdm quan).

- Kich thwée : Ng6 vao clia may phai phu hop
v&i chiéu cao mang ra cla may dap vién
(thdng tin tham khéo : chiéu cao mang ra clia
may dap vién la 1100mm) dé dam bao sau khi
két ndi thi vién c6 thé di chuyén tir may dap
vien dén may lau vién.

- PAu ra clia may lau vién co6 thé didu chinh
dwoc, phai phi hop voi chiéu cac clia may do
kim loai (théng tin tham khao: chidu cao clia
may do kim loai la 750mm).

- Ngb ra ca may lau vién phai duec thiét ké
dwdng dan dé tranh viéc vién sau khi ra khdi
may lau vién bj roi, bé.

- May lau vién phai dwoce thiét ké véi cdng hut
bui d& két ndi véi may hut bui.

- Chiéu cao may phai diéu chinh dugec.

5.1.2. May hut bui

- Ngudn dién st dung phit hop véi hé théng
phu tre hién cé.

- Loc bui bao gdm Loc chinh cé chét ligu 14 tai
vai polyester va Loc Hepa (c6 loc dw phdng).
- Ap suét hat va lwu lweng khi hit c6 thé diéu
chinh d& phu hop véi diéu kién lam viéc clia
may lau vién.

- Cong suét va stre chlra phi hop véi didu kién
lam viéc lién tuc 24/24 gio.

5.1.3. Pwérng dén vién két néi tiv may dap
vién dén may lau vién va tlr may lau vién
dén may do kim loai

- Bbi v&i cac may dap vién c6 2 ngd ra ndm &
2 bén, dwdng dan vién phai dwoc thiét ké gép
lai thanh 1 dwérng dan vién sac cho vién khdng
bi roi, b& nhwng van dam bao du dd nghiéng
dé vién chay vao ngd vao clia may lau vién.

Mau; P13/F09-BI
Form

LAn ban hanh cla mau: 20
Form's version

5. REQUIREMENTS OF SYSTEMS! EQUIPMENTS
5.1. Special requirements
5.1.1. Horizontal Tablet deduster

- Functions that can have such as using compressed
air, vacuum force, vibration motion, rotation motion or
other functions to clean dust on tablets after leaving
from tablet compressing machine.

- Minimum capacity of dedusting: 129,600 tablets / hour.

- All paramaters, if any such as speed, vibration level
and compressed air volume can be adjusted to match
Tablet compression machine for ensuring that tablets,
after cleaning, do not affect the tablet appearances
(passed tablet visual appearance test).

~ Dimension: Machine input must be appropriate to the
Tablet compression machine's finished tablet discharge
chute (reference information: the height of tablet
compression machine’s chute is 1100mmj, with the aim
of ensuring that, after connection, the tablets can be
moved from tablet compressing machine to the
deduster.

- The outlet of tablet deduster can be adjusted, and it
should match the height of tha metal detector {reference
information: the height of metal detector is 750mm).

- The outlet of the tablet deduster must be designed with
guiding chute for avoiding that the tablets, after moving
out of the dedsuter, are fail and broken.

- The deduster must be designed with the availability of
vacuum connection gate for connecting the dust
collector.

- The machine height must be adjustable.

5.1.2. Dust collector

- Electrical power is suitable with the available utility
system.

- Dust filters include main filter material of polyester and
Hepa filter (with back-up filters).

- Suction pressure and air volume can be adjusted so
that it is suitable with the working condition of the
deduster.

- Capacity and containing level are suitable with the
continuous working condition of 24/24 hours.

5.1.3. Tablet guidling connector from tableting
machine to tablet deduster and from the deduster to
the tablet metal detector

- In case the tableting machine has 2 tablet outlets
ptaced at 2 sides, the tablet guiding lines are designed
so that they can gather into 1 guiding line for not causing
the tablets to fall, however, the guiding lines still ensure
enough alignment levei for the tablet to fall into the
tablet deduster inlet. '
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Céng ty CP Dwgc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO PIEN/ ME DEPT.

Sé/No.; ME/2025/02/URS/M313-11

- Dam bao khéng gian lam viéc sau 6 hirng
vién v@i kich thwéc la 2 900mm (nhw Hinh 2).
6. YEU CAU CHUNG
6.1. Phu hep v&i ludt, cac qui dinh va tidu
chuén

- Tiéu chudn GMP: Thiét bi phai dap trng tiéu
chudn WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP.
- Tiéu chuén dién: thiét bj phai dat tiéu chun
IEC hodc ISO.
- D6 dn: khdng vuot qua 85 dB trong pham vi
1 mét.
6.2. Hé théng phu tro sdn cé :
- Nguén dién:

+ 400VAC (+5%, -10%) /3 pha/50Hz

+ 230VAC (+5%, -10%) /1pha/50Hz
- Khi nén: dap tng t6t & didu kién ap suét tor
0.60 MPa - 0.65 MPa (6 bar - 6.5 bar).
6.3. Yéu cau vé co khi

- Céac chi tiét tiép xtc v&i tryc tiép san
pham: lam tlr inox 304 hodc 316L; nhya va
keo dwgc phép dung trong dwoc phdm (hodc
twong dwong), khdng dwgce xay ra phan (ing
hda hoc gay anh hwéng chat lweng san pham.
6.4. Yéu ciu vé dién

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

- Bao vé ro i dién: Thiét bi cAn cé day tiép
dat.

- Sau khi mét dién: may khong duoc ty
dong chay ma phai dwoc khdi déng lai bdi
ngwdi van hanh.

- Khi ¢o6 sy ¢d méat dién: cac dir lieu van
hanh duoc Iwu lai va c6 thé siv dung khi co
dién tré lai.

Méau: P13/F09-BI

Form
L&n ban hanh cta mau: 20
Form’s version

- Ensure the working space after the basket with the
dimension of 2 900mm (as Figure 2).

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
1SO.

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

6.2. Specifications of the available utilities:
- Power source:
+ 400VAC (+5%, -10%)/3 phase/50Hz
+ 230VAC (+5%, -10%)/1 phase/50Hz
- Compressed air: most stable at pressure drop from
0.60 MPa - 0.65 MPa (6 bar - 6.5 bar).
6.3. Mechanical requirements

- The companent direct contacts to the product:
made of SUS 304 or SUS 316L; applicable Plastic &
Resin for drug (or equivalent materials), must not have
chemical reactions that could affect the product quality.

6.4. Electrical requirements
- Overcuirent protection: Machine needs to have an

overcurrent protection device.

- Leakage protection: Machine needs to have Earth
wire,

- After power failure, Machine must not work
automatically. It must he manually started.

- Whenever the power failure happends, the
operation data must be saved. It can be used when
power is back.
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PHONG COQ' BIEN/ ME DEPT.
Sé/No.; ME/2025/02/URS/M313-11

- TG dién yéu cau cu thé tinh nang chdng
nwé&e bui.

- NGt dirng khé&n cAp dwoc dat & vi tri thuan
tién dé& dirng may ngay 1ap tie.
6.5. Y&u cdu v& niit nhan van hanh :

Mau: P13/F09-BI

Form

LAn ban hanh cGa mau: 20
Formy's version

- 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 chd
Color Remark

Nt khéi ddng/ Start button Xanh/ Green

Nut dirng/ Stop button P/ Red

NGt dirng khan cap X Kiéu: xoay d& mé khoa
P06/ Red )

Emergency butfon Type: Turn-reset

Nut reset/ Reset Vang/ Yellow

6.6. Yéu cau vé hé thdng khi nén

- Thiét bj phai c6 bé chinh &p khi nén va loc
pht hep.

- Khi nén st dung tiép xdc triwe tiép véi san
pham phai théda méan céc tiéu chudn yéu ciu
ctia DHG.

6.7. Yéu ciu vé vé sinh, bao tri, sira chira
- X ly b& mat cac chi tiét tiép xUc tryc tiép voi
san pham: phai nhan bong dé dé vé sinh.

- \/3 bao che: Thiét bj sé dwec lap dat trong
phong sach (cAp sach D) nén vd bao che phai
dwoc lam bang inox 304 (hodc vat liéu twong
dwong).

- Khung may cb két clu clrng vikng, it rung
ddng khi van hanh.

- Hé truyén ddng duoc thiét ké hoat déng 6n
dinh va lién tuc.

- Cac bd phan chuyén déng phai dwoc bao
che day du dé& ddm 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& mét sau khi vé sinh.

- Cung cap dién tich tiép xUc trye tiép véi san
pham dé DHG tham dinh vé sinh

- D& thay ddi bd phan may: May phai duwoc
thiét ké dé dé thay ddi cac bd phan may.

6.8. Yéu cau vé phu kién

- Nha thau can cung cép cac vat tuw tiéu hao
trong vong 1 nam.

6.6. Pneumatic

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

{Compressed air)  system

- The compressed air for the process that contact
directiy to the product, must comply with all the following
specifications of DHG.

6.7. Requirements of cleaning, maintenance and
repair
- 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.

- Provide area of direct contact with the product for DHG
to carry out cleaning qualification

- Ease to change the parts: Machine must be designed
for easy changing the parts.

6.8. Spare parts

- The vendor needs to provide the consuimable spare
parts for 1 year.
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- Nha thau can cung cép danh sach phu kién
cling v&i bao gia.
6.9. Hun luyén van hanh

Nha thau phai t6 chirc huan luyén cho
ngudi st dung vé trinh tw van hanh va vé sinh
may cling nhw phwong phap thao 1&p may va
bao tri.
8.10. Yéu cau vé nhan nhan dang
- C4c thiét bj phai dwoc dat ma sé va duoc
dan nhan nhan dang.
7. THAM D|NH THIET B| VA NGHIEM THU
7.1. Mirc dd can thiét

Tién hanh chon cac didu kién dwoi day:

Mau: P13/F09-BI

Form

Lan ban hanh cta mau; 20
Form’s version

- 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 labealed 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 = |
SAT ™ =
Tham dinh/ Qualification | H
CSV (Computerized System Validation) = |

7.2. Pham vi trach nhiém, nghia vu:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu
Cdng viée Responsibility, obligation Ghi chu
Tasks boi tac/ DHG Note
Partner
Thwc hién ty kiém tra trweée khi Thue hign/
x XUat xwéng/ Check machine before we éen -
Tw kiém tra | release the machine exectte
Self-checki . . . . .
sireneeing Bao cdo tw kiém tra truoc khi| Thychien/ | Phé duyét
xuat xwdng/ Report execute approve
Dé cwong/ Protocol
FAT Thwc hién/ Execute
Bang ghi chép két qua/ Report
. 3 A Soan thao/ Phé duyét/
Kidmtra | Bang de cwong/ Protocol orepare approve
Xac AN | Ty hign (Lam thuc t8)/ Execute | TNWE hién/ | Nhan ching/
nghiém thu execute witness
SAT Bao cao/ Report Soan thao/ Phé duyét/
prepare approve
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Céng ty CP Dwoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

Sé/No.: ME/2025/02/URS/M313-11

MA&u: P13/F09-BI

Form

L&n ban hanh clia mau: 20
Form'’s version

Trach nhiém, nghia vy

Cdng viéc Responsibility, obligation Ghi chu
Tasks Poi tac/ DHG Note
Partner
Bang dé cwong / Soan thao/
Protocol ) prepare Ap dung cho
DQ Thue hién/ Execute i Thc hign/ | may lau vién
y y execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
Bang dé cwong/ ) Soan thao/
Protocol prepare Ap dung cho
Tham dinh Q T‘hu’c hién (Lam thirc i Thie hién/ | may lau vién
Qualification té)/ Execute execute Applying for the
Bao cao/ Report - Phé duyét/ deduster
approve
Bang dé cwong/ ) Soan thao/
Protocol prepare Ap dung cho
0Q 'I;hu’c hién (Lam thic ] Thue hién/ | may lau vién
té)/ Execute execute Applying for the
Béo céo/ Report ! Phe duygt/ | deduster
approve
Biéu mau/Form
Hieu Thuc hién (Lam thire
chuan té)/ Execute
Calibration
. i Bao caof Report
Tham dinh _ . -
Qualification Bang dé cuong / i Soan thao/ |
Protocol prepare Ap dung cho
PQ Txhu!c hién (Lam thyec ) Thyc hién/ | may lau vién
te)/ Execute execute Applying for the
Bao cao/ Report - Phé duygt/ | deduster
approve

7.3. Diéu kidn nghiém thu

7.3.1.

7.3.2.

7.3.3.

V& hd so; Nha san xuét ban giao ddy di
hé so theo dé& xuét ctia cong ty.

Vé thiét bj; Ban giao day du thiét bi kém
theo, d& nghé va phu tling thay thé du
phong.

V& van hanh: Thiét bj phai dap trng didu
kién hoat déng lién tuc khéng dirng may
trong 24 gidr. Va, sdn phadm khéng bj sai
léch vé mat hinh thirc va dwoec lau sach
bui sau khi di qua thiét bj.

7.3. Acceptance conditions

7.3.1.

7.3.2.

7.3.3.

Document: Supplier submits all document which

DHG proposed.

Device: Handover all accessories, tools, spare

parts.

Operation:

The system must

satisty the

continuous operation in 24 hours. And, the
products do not have any deviation relating to
tablet appearance, and they are clean after

going through the system.
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Céng ty CP Dwoc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.
S6/No.: ME/2025/02/URS/M313-11

8. HO SO DE XUAT

Hay cung cép cac hd so dwoc néu bén dudi:

Ma&u: P13/F09-BI

Form

L A&n ban hanh cta mau: 20
Form's version

8. DOCUMENTS

Provide documents below:

Céng viéc Hé so 86 lwong Ghi chd
Process Document Quantity Note
Hb so théng sb k¥ thuat/ Documents and 01 Bo/
X drawings 01 Set
Ho so 01 Bo/
bao gia Bao gia/ Quotations '
. 01 Set
Quotation 04 Bo/
A o
Hop dong/ Contract 04 Sot
A ) X > a ~
nhHP iﬁ' i‘talf; ,|Bang thong s& ché tao/ Specification 01 Bo/ {'d)e i‘fc ”hf‘” (p;‘e
an IELKE/ | documents and drawings 01 Set uyge ) or
Design confirmed purpose
A
HO so D& cwong va ké hoach/ Protocol
thiet ke/ —
DQ Bao cao/ Report
Bao gdm cac
- ~ X
Tw kiém tra/ | B&o céo nha san xuét ty kiém tra trwec 01 Bo/ ;:hu’nq nhbahn k;]eﬁm
Self-checking | khi xuét xwéng/ Report 01 Set ra cac b phan
chinh / Including
main parts certificates
Hd so FAT/ | P& cuong/ Protocol
FAT documents | Bang ghi chép/ Report
HO so Dé cuong kiém tra/ Protocol 0011 ge?t/
kiém tra va : 01 B8/
xac nhén Bang ghi chép kiém tra/ Report o1 Seot
nghiém thu/ N 02 B/
SAT documents | Bién ban nghiém thu/ acceptance minutes 02 Set
. 1Q
) bé cwong/ oQ
Hb so thadm | Protocol = .
dinh/ Hiéu chuén/ Calibration
Qualification . 1Q
documents Bao cao tham 0Q
dinh/ Report — .
Hiéu chuan/ Calibration
. XA La o : 01 B/
Hwéng dan van hanh/ Operation instruction 01 Set
Ban vé tbng thé trang thiét bj, hinh cac bd
Kha phén, ban vé bd tri/ Drawing: general, parts,
ac equipment position
Others 01 Bo/
Danh sach phuy tung/ Spare parts list 01 Set
Ban vé iién quan dén dién, cac dung cu 01 B&/
do dac/ Electrical diagram, measuring tools 01 Set
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Céng ty CP Dwgc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-11

9. KHAC (Lwu y dic biét) (khdng phai
GMP)
9.1. Theéi gian bao hanh (dam bdo trach
nhiém sai sét):

- Bé&n cung cAp thiét bj phai ddm bao thiét
bi d4p (rng dU cac théng sb ki thuat-chat
lwgng ma Dwoc Hau Giang da dat hang.
- Thiét bi phai d4p (rng san xuat dwoc cac
san phdm ma Dwoc Hau Giang da néu
trén. Trwerng hop ma thiét bj khéng dap
(rng san xuat cho 1 san phadm nao dé ma
nguyén nhan thuéc vé thiét bj thi nha cung
cAp phai khac phuc va chiu chi phi vé& van
dé do.
- Thoi gian bao hanh téi thiéu 12 thang
tinh tlr ngay nghiém thu thiét bij.

Cung cap phu tiing dw phong:
- Nha cung cép phai cung cap day du va
kip thei cac phu tung dw phong ma Duoc
Hau Giang yéu cAu.

Bao mat théng tin:
- Tat ca théng tin dweec trinh bay va bi mat
kinh doanh cuia ca hai bén chi dwoc s
dung cho treéng hop nay va khéng duoc
tiét 16 hodc dwa cho bén thir ba
- Trwdng hgp song phwong cé thanh qua
tlr y twdng, phat minh trong qua trinh thiét
ké va str dung hé théng/ thiét bj trong hop
ddng mang lai. Néu co6 dy dinh ndp don
xin quyén s& hiru c6ng nghiép, can théng
béo triwdc cho dbi tac, cling thdo luan va
duwa ra quyét dinh.
TINH TRANG BAN HANH, SUA DOI

9.2,

9.3.

10.

Ma&u: P13/F09-BI

Form

Lan ban hanh ctia mau: 20
Form's version

9. OTHERS (Majority attention) (not GMP)

9.1. Warranty
responsibility):

period (guarantee fault

- 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

10. REVISION HISTORY

Muc

Section

Noi dung stra déi
Content

Lan ban hanh/ Version: 1, Ngay phé duyét/ Approved date: 28/02/2025

New issuance

Ban hanh m&i

Lan ban hanh/ Version: 2, Ngay phé duyét/ Approved date: 02.’1/0}1’/"50055
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Céng ty CP Dwegc Hau Giang

Mau: P13/F09-BI

DHG Pharmaceutical Joint stock Company - ' . Form
PHONG CO DPIEN/ ME DEPT. Lan ban hanh ctia mau: 20
Sb/No.: ME/2025/02/URS/M313-11 Form's version
Muc N&i dung stra ddi
Section Content
Thay ndi dung; “May lau vién nén” -> “May lau vién nén

Tén tai liéu / Document name

dang ngang”
Change content of: “Tablet deduster” -> “Horizontal tablet deduster”

1. Muc dich / Purpose

2. Pham vi cbng viéc / Scope of
work

3. CAu tao Hé thdng / Thiét bj /

Configuration of system / equipment

Thay néi dung: "May lau vién nén” -> “May lau vién nén
dang ngang"”
Change content of. “Tablet deduster” -> “Horizontal tablet deduster”

2.5. Th&i han giao hang theo
hop ddng (khéng phai GMP) /
Delivery time according to the
contract (not GMP

Thay ndi dung: “5 thang ké tlr khi xac nhan dat hang” ->
“3-4 thang ké& tir khi xac nhan dat hang”

Change content of: “5 months upon receipt of order” -> "3-4 months
upon receipt of order”

5.1. Yéu ciu dac biét / Special
reguirements

Thay néi dung: “5.1.1. May lau vién” -> "5.1.1. May lau
vién dang ngang”

Change content of. "5.1.1. Tablet deduster” -> "5.1.1. Horizontal Tablet
deduster”

5.1.1. May lau vién dang ngang
{ Horizontal tablet deduster

Thay néi dung: “D6i v&i may lau vién dang nam ngang,
chidu cao may phai didu chinh dwgc” -> “chiéu cao may
phai diéu chinh dwoc”

Change content of: "In case of horizontal tablet deduster, the machine
height must be adjustable” -> “the machine height must be adjustable”

5.1.3. Pwong dan vién két ndi
ttr may dap vién dén may lau
vién va tr may lau vién dén
may do kim loai / Tablet guidling
connector from tableting machine to

tablet deduster and from the deduster
to the tablet metal detector

Bd ndi dung: “Thiét k& phu hop dé vién sau khi ra khoi may
dap vién cd di d6 nghiéng dé chay vao ngd vao clia may
lau vién. Va, dé dang lay mau vién & cac ngd ra clia may
dap vién" va “Ngd ra clia may lau vién phai c6 dwong dan
két ndi vai may do kim loai sao cho dé dang ldy mau vién &
ngd ra cla may lau vién”

Remove the contents of: “Appropriate design so that the tablets, after
moving out of the tableting machine, have enough alignment level for
moving into the tablet deduster. And, it is easy for sampling the tablels
at the outlet of the tableting machine” and “The outlet of the deduster

must have the connector to connect with the metal detector so that it is
easy for sampling the tablets at the outlet of the deduster”
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DHG PHARMA

Vi m@t cude séng khde dep hon

YEU CAU NGU'O1 S’ DUNG
Hé théng/Thiét bi:
MAY LAU VIEN NEN DANG

NGANG
USER REQUIREMENTS
SPECIFICATION
System/Equipment:
HORIZONTAL TABLET DEDUSTER

Form

e Mau: P13/F09-BI

e Lan ban hanh clia mau:; 20
Form’s version

No.

S6: ME/2025/02/URS/M313-12

Version

LAn ban hanh: 01

® Tén hé thdng/thiét bi/System/equipment name: May lau vién nén dang ngang / Horizontal Tablet deduster

® Ma sb hé thdng/thiét bi/Systemiequipment code: M313-12
® Model (Néu co/If any): N/A

® |y do ban hanh/Reason for issued:

™ Lap m&i

New installation

£ Khi c6 thay dbi
When changing

® Phong ban s dung/Department name: Xwé&ng 1/ Factory 1

Ho va tén Ky tén Ngay
Full name Signature Date
Ngudi thue Tran Nam Huwng
hién (Nhan vién T4 thiét bj san xuat /
- Y [oY |05
Implemented by Staff of Production Equipment Group) 414\—/’/ / /
Nguyé&n Van Phi
Z » F vk P £ g
(TO trwwdng TO th_let bi s.an xuat / iy ZQ/OCI/ 20 9y
Team leader of Production Equipment Group)
L& Hiru Hanh . ¥
(Quan déc xwéng 1/ J/C‘f//b& &.Lf- /01/ /,,Q/a)z,{ i
Manager of Factory 1) ’ '
Tran Minh Lun 4
Ngudi xem xét Tii N Ca R R
rweédng Phdong nghién ctru va phat trién / o : ; 9005
Reviewed by ( g gng P ZZM% 24/¢ 4_/.7_6 25
RD Manager) -
Tran My Thién s
(Phé Phong Co dién / S/ P 9.4 Ik | 202
Deputy Head of ME) // SRESSSEERS
Katsunori Osawa ,
5 ’ - X
(Trwéng Phong Co dién / KLX ﬁ%/f\@_ 24/0?’/2025‘
ME dept. Manager)
Nguwoi phé Tran Binh Thuan
duyét (Trwdng Phong Quan ly chét lwong / uuale 24/04/.2025

Approved by

QM dept. Manager)
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Coéng ty CP Duoc Hau Giang Mau: P13/F09-BI

DHG Pharmaceutical Joint stock Company Form _
PHONG CO BIEN/ ME DEPT. Lan ban hanh cia miu; 20
Sb/No.: ME/2025/02/URS/M313-12 Form'’s version
. MUC LUC/ INDEX
VIUC DICH Lo e e, 4
PURPOSE
PHAM VECONG VIEC .....oooooieeoeooeeoeeeeeee e 4
SCOPE OF WORK
2.9, TBA NG HNONGANGE DI ... ..o eeoeeeeeeeeeeoeeeeeeeeeeeer e et 4
Name of the system/ equipment
2.2, SOIIGNG oo e 4
Quantity
230 VIEITHED QAL .ottt et 4
Instaltation focation
2.4, Pham vi traéch nhiém, nghia vi: TR0 BENG QUGT.........c.eeeeoeeeeeeeeeeeeeee e 5
Scope of responsibilities and obligations: Follow the table below
2.5, Thoi han giao hang theo hop dong (KRENG PRAT GMP.........o oo, 6
Delivery time according to the contract (not GMP)
2.6,  Diéu kign béo gia va thanh toén (Theo yéu cdu cua DHG) (Kh6ng phdi GMP) ..o, 6
Conditions for quiotation and payment (According to DHG's request) (not GMP)
CAU TAO HE THONG! THIET Bl ..o 8
CONFIGURATION OF SYSTEMS/ EQUIPMENTS
THONG SO SAN PHAM VA CAC TIEU CHI ........o..ooooeivoeeeoeee e 8
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
YEU CAU VE HE THONG / THIET Bl oo, 9
REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
YEU CAU CHUNG .......ooooitiiiteee oot 10
GENERAL REQUIREMENTS
6.1.  Phu hop voi L8t cac qui dinh VA HEU CHUBI ..................coco oo eeeeeeeeee e, 10
Comply with Law, Regufation and Standard
6.2, HEHAONG DAY B SEN CO......oo.oooo oo 10
Specifications of the available utilities
8.3 YBU CAU VB GO KRl ..ot 10
Mechanical requirements
6.4 YBUCAU VB (I .........oovvvoeet et ettt 10
Electrical requiroments
6.5,  YeucAuvénatvan hanh ..o e e, 11
Operating button specifications
6.6 YBU CAU VB N HNONG KIT MBI _......o.co.oooooooeeeeeeeoeereoeeee e 11
Pneumatic (Compressed air) system requirement
6.7.  Y6U CAU v V8 Sith, DO B, ST CIFA .........ooooovoeveeeeeeeeeeee e 11
Requirements of cleaning, maintenance and repair
6.8, YBU CAU VB PRI KIEI.......o.covoiereiei oo es et 11
Spare parts
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Céng ty CP Duwec Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-12

REVISION HISTORY

MAau: P13/F09-BI

Form ‘

Lan ban hanh cha mau: 20
Form's version

6.9, HUBH IUYBI VAN NADI coo.cooovoeo et ees et r et 12
Operator training
.10, YEU CAU VB DIEN NREIN TBNG <.v oottt b bbbttt es e 12
Requirements for identification labels
7. THAM DINH THIET Bl VA NGHIEM THU ....ooooviiiiroeeoeoeeeeceeeete et 12
QUALIFICATION AND ACCEPTANCE TEST
7oA. MIEPC OB CAN HUEL.........ceeeeeeeeeeeeeee e et 12
Necessary conditions
7.2, Pham VitraCh G, NQITA VH....cco ettt ettt et e e e s 12
Responsibility, obligation
7.3, Dibu Kién nghiém thtd ..o, et e et 13
Acceptance conditions
8. HO SO DE XUAT oottt 14
DOCUMENTS
9. KHAC (Lwu y dic bidt) (Khdng phai GMP).............c.oocieiieeieeee e 15
OTHERS (Majority attention) (not GMP)
9.1.  Thoi gian bdo hanh (dam béo trach nhim Sai SO ... 15
Warranty period (guarantee fault responsibility)
9.2, CUNG CAD PIU HING G DAOING ..eooeveveeveterieeeeeie e eeeeeee e et er e en e esee s s e et 15
Spare parts supply
L N = 7= To 1o F= i 1316 Ty Lo 0 £ OO SRS OUPUPP TSI PRPPRROPUOUPPP 15
Information security ,
10. TINH TRANG BAN HANH, STA DO ........oooiiiieeecoeeeeeeeeeeee e 15
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Cdng ty CP Dwoc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.
S6/No.: ME/2025/02/URS/M313-12

Mau: P13/F09-BI

Form .

Lan ban hanh cGa mau: 20
Form's version

1. MUC DPiCH 1. PURPOSE
Dau tu b sung may lau \iién dang ngang, Invest New horizontal tablet deduster, vacuum cleaner
may hat bui va dudng dan vién cho may and connector for the existing tabieting machine of
dap vién hién hiru cia Xwéng 1. factory 1.
Nang cao nang suét chat lwgng nham dap Upgrade the quality to meet the quality demand of EU-
trng nhu cdu chat lwong cla EU-GMP. GMP.

2. PHAM VI CONG VIEC 2. SCOPE OF WORK

2.1 Tén hé thong/thiét bi: May lau vién dang | 2.1
ngang, may hit bui va dwéng dan vién.

2.2 S6lweng: 01 day chuyén 2.2

2.3 Vitrilap d&t: Coéng ty ¢d phan Dwoc Hau | 2.3
Giang - Chi nhanh Nha may dwgc pham
DHG tai Hau Giang (Xwéng 1).

+ Dija chi; L6 B2-B3 KCN Tan Phu Thanh +
(giai doan 1), x& Tan Pha Thanh, huyén
Chau Thanh A, tinh Hau Giang.

+ Phong Iap dat: Phong 032. +

+ Cac ban vé lién quan: +

+ Banvé xuwéng 1 :

Name of the system/eguipment horizontal tablet
deduster, vacuum cleaner and connector.
Quantity: 1 line

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: Room 032.
Related drawings:
+ Factory 1 layout:

OO0
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e i___nso ._":;.__ MHm 'Hﬁm miﬁm _ri s /L__}ms . m__)ig .

é:m; i w1 g_rm _;__rm _;___uso _}L s “i‘*‘m ,wéﬂfmn,;_’m 1 "ﬁmio

GO O P00 0T ¢ ©

5 o 6 6 6 66006 b6

D . Vil hién tai cla phong san xuat
) Existing production room location

Hinh 1. Ban v& mat bang Xuwdng 1
Figure 1. Layout drawing of Factory 1
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Céng ty CP Dwoc Hau Giang Mau: P13/F09-BI

DHG Pharmaceutical Joint stock Company Form
PHONG CO BIEN/ ME DEPT. Lan ban hanh cta mau: 20
Sé/No.: ME/2025/02/URS/M313-12 Form’s version

+ Kich thwée phong 1&p dat thiét bj : ‘ + Installation room dimensions:

May lau vién —
Tablel deduster

| EIErEres
Room

b
]J May dap vién 3500 1 000 1 500
) Tablel pressing >
.’; machine .
Iy i = Mau dd/Red: Pham vi cong viéc nha thau/
) ) Manufacturer's scope of work
_ May dé kim loai Mau xanh/Blue: Pham vi cong viéc ctia DHG/
L Metal detector DHG's scope of work
a
1000mm
R&
hing™
vién
Baskel 2900mm
, N\

Hinh 2. Hinh minh hoa Kich thwéc mat bang phong I8p a4t thiét b

Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién méi trudng : + Room conditions:
+ Nhiétdé: 22+ 5°C + Temp:22+5°C
+ Am do6: 50 + 15% +  Humidity: 50 + 15%
+ Cépsach: D + Cleanliness: grade D
2.4 Pham vi trach nhiém, nghia vu: Theo | 24  Scope of responsibilities and obligations: Follow the
bang duéi table below
Trach nhiém,
. nghia vu )
Phan loai No6i dung cong viéc Responsibilities and Ghi chu
Classification Content _obligations Remark
boi tac
Partner DHG
Thiét ké&/ Design ™ =
Ché tao/ Fabrication ] =
FAT
Van chuyén/ Transportation | = Incoterm 2020 :
DDP
Thiét bi/ L&p d&t/ Installation 4| =
Equipment | Bidy chinh/ Adjustment ™ =
Tham dinh/ Qualification | ™
SAT V1 V1
Hu&n luyé&n nhan vién/ Training for staff | =
Kiém tra trong qué trinh sén xuat/ Check = Wl
in the actual production
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M&u: P13/F09-BI

Form

Lan ban hanh clia mau: 20
Form's version

Trach nhiém,
) ) nghia vu
Phan loai Ngi dung cong viéc Responsibilities and Ghi chu
Classification Content obligations Remark
P6i tac
Partner DHG
Cai tao hé théng, thiét bi phu tro dap
(rng van hanh/ B |
Phu tro/ Renovating upstream utility
Utility works R
Két noi v&i hé thdng phu tre/ Connecting &
utilities
Thay ddi kién truc/ Architecture works =i
Khéc/ Others | vat ligu van hanh thi/ Preparing the
Material for FAT, Qualification, SAT (including (= %}
preparing cost)
G&i nguyén lidu (bao gdm chi phi guri)/
Sending the material (including delivery cost)
Chi phi nhan sy thyc hién FAT (vé may
bay, khach san,...) cho 2 nguwdi / cost for
FAT executing (airplane ticket, hotel fee,...) of 2
people
Di d&i/ pha d&/ thanh iy/... may hién
hiru/ Relocating/ demolition/ liguidation/... of an
existing machine
2.5 Thoi han giao hang theo hop dﬁng 2.5 Delivery time according to the contract (not GMP):
(khéng phai GMP): 3-4 thang k& tir khi 3-4 months upon receipt of order,
xac nhan dat hang.
26 Didu kién bao gia va thanh toan (Theo |26 Conditions for quotation and payment (According
© yéu cau clia DHG) (Khéng phai GMP): to DHG's request) (not GMP):
+ Péi v& Nha cung cé’p nwéc ngoai co it + For foreign suppliers with at least 1 representative
nhét 1 dai dién tai Viét Nam in Vietnar
+ Ban sao giéy chirng nhan dang ky kinh + Copy of business registration certificate, related
doanh, gidy phép lién quan. licenses.
+ Bdao cdo tai chinh kiém toan/ndp cho cor| + Audited financial statements/submission to tax
quan thué cac nam 2022, 2023, 2024. authorities for the years 2022, 2023, 2024.
+ Coliét ké cac du an da thwe hién twong t. |+ List of similar projects that have been implemented.
Co hop déng bién ban nghiém thu, ban Contracts, acceptance reports, handover/contract
o b . ilable,
giao dua vao st dung/bién ban thanh ly liquidation reports are avaifable
hop déng.
2.6.1 Bang bao gia: 2.6.1 Quotation;
+ Phai la ban géc chH tén cbng ty, chir ky, + Must be original with company name, signature and
déng dau. seal.
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Cong ty CP Duwec Hau Giang
DHG: Pharmaceutical Joint stock Company
PHONG CQ BPIEN/ ME DEPT.

S6/No.. ME/2025/02/URS/M313-12

+

Thé hién chi tiét cac d&c tinh, théng sb ky
thuat thiét bi, cac wu diém ndi bat thiét bi
(néu co).

Thé hi&én nwée sdn xudt, ndm san xuét
{sau nam 2024)

Béo gid ¢c6 thoi han tir 2 thang trd 18n ké
tlr ngay bao gia co hig¢u lwc

Théi gian bdo hanh thiét bi, t6i thiéu 12
thang ké tr ngay nghiém thu.

Béo gi4 bao gbm tat ca chi phi thude pham
vi nha thau thyc hién theo URS.

2.6.2 Thanh toan

+

+

Tam (rng tbi da 20% gia trj hop déng trong
vong 7 ngay lam viéc khi ky hop dong va
DHG nhén dG hé so thanh toan.

Thanh toan 50% gia tri hop ddng trong
vong 30 ngay lam viéc ké tir khi ky hoan
thanh nghiém thu SAT va DHG nhan dd ho
so thanh toan.

Thanh toan 30% gia tri hop dbng con lai
trong vong 30 ngay lam viéc sau khi hoan
tat nghiém thu hop déng va DHG nhén
dwoe bao 18nh bao hanh.

Péng tién thanh toan: Viét Nam Ddng.

2.6.3 Bao lanh thanh toan

.+..

Bao lanh tam irng: twong dwong gia tri tam
trhg, ¢6 hiéu lwc tir ngay phat hanh ¢én khi
gia tri tam (rng dwere hoan tra hoan toan.
Béo lanh thwe hién hop déng: Téi thidu
10% gia tri hop dong, cé hiéu iwc tir ngay
phat hanh dén khi két thic cac nghia vy
hop dbng.

Bdo l&nh bao hanh: Téi thiéu 5% gia tri hop
dbdng, cb hiéu lwe tir ngay nghiém thu dwa
vao st dung dén két thic thoi gian bao
hanh.

Mau: P13/F09-BI
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+ Show detailed information, specifications, and
outstanding advantages of the devices (If any).

+ Show country of manufacture, year of manufacture
(after 2024)

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

+ Equipment warranty period, minimum 12 months
from date of acceptance.

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

2.6.2 Payment:

+ Maximum advance of 20% value of the contract
amount within 7 working days right after signing the
contract and DHG receives enough payment
documents.

+ Pay 50% value of the contract amount within 30
working days right after completing SAT
acceptance and DHG receives all payment
documents.

+ Pay 30% remaining within 30 working days right
after completing contract acceptance and DHG
receives warranty guarantee.

+ Payment currency : Viet Nam Dongs.
2.6.3 Payment guarantee

+ 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,
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3. CAU TAO HE THONG/ THIET BI

Mé&u: P13/F09-BI

Form

Lan ban hanh ctia mau: 20

Form's version

‘ 3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiét bi Sé lwgng Ghi chu
No. Equipment Quantity Note
1 May lau vién dang ngang 1
Horizontal Tablet deduster
2 May hat bui céng nghiép 1
Industrial dust collector
Puong dan vién két noi tir may dap vién dén may lau
3 | vién va tir may lau vién dén may do kim loai 1
Tablet guidling connector from tableting machine to tablet deduster
and from the deduster to the tablet metal detector
May dap vién
Tablet pressing
machine
Elicmc Ffl' J— &
cabinet H
it CELT _[”*HJ TS 2700

/

bui
Dusl
collector

May hut |

/ e——

1100

Mau doé/Red: Pham vi céng viéc nha thauw/ Manufacturer's scope of work
Mau xanh/Blue: Pham vi cong viéc ciia DHG/ DHG's scope of work

* Ghi cha: don vi do do6 dai la mm
Note: Measuring unit of length level is mm

4. THONG SO SAN PHAM VA CAC TIEU CHi

- Cac théng sb clia cac s&n pham lién quan:

Hinh 3. Hinh minh hoa So’ @6 bé tri hé théng may
Figure 3. illustration figure of Layout drawing of machines arrangement

4. SPECIFICATION AND CRITERIA OF PRODUCT/
PROCESS
- Related parameters of the products:

e o Tobsayvien] Trong | 99 s
H P vien
STT Hinh dang Tablet lwging vién Tablet
N vién (mm) Thickness | Tablet Weight o
| Tablet shape — haphtess
Dai Réng | Bwéng kinh
Length Width Diameter (mm) (mg) (kp)
793— | 3.96-
1 Caplet e | hs 2.90-849 | 93-1191 |5.71-24.06
Oval 7'?3 - 4902 N 232-689 | 85-762 |3.87—-19.06
Round tablet 6.01—14.05 | 2.66-6.49 | 86-945 | 2.96—16.82
4 | Hexagonal | 12:98-| 14.80 - 6.03-6.37 | 808—841 |15.70—23.65
exagonal | 13.03 | 14.95 : : B e
5 | Trangular | 722~ 3.75-465 | 167—-207 |4.69—14.98
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5. YEU CAU VE HE THONG / THIET B|

5.1. Yéu cau dic biét

5.1.1. May lau vién dang ngang

- Cac chirc ndng cb thé ¢6 nhw st dung khi
nén, lwc hit chan khéng, chuyén déng rung,
chuyén déng quay hodc chirc ndng khac dé
lau sach bui bam trén b& mat vién sau khi ra
khdi may dap vién.

- Nang suét lau vién téi thiéu: 129.600 vién/giey
- Cac théng s néu cé nhu tbe d8, mirc dd
rung va lwu lwong khi nén cé thé didu chinh
phit hop véi tbe dd may dap vién dé dam bao
sau khi lau vién sach bui, khéng anh hwéng
dén cdm quan vién (dat v& cam quan).

- Kich thwée : Ngd vao clia may phai phu hop
v&i chidu cao mang ra clla may dap vién
(théng tin tham khdo : chiéu cao mang ra cla
may dap vién la 1100mm) @& dam bdo sau khi
két ndi thi vién cd thé di chuyén tir may dap
vién dén may lau vién.

- P4u ra cla may lau vién c6 thé didu chinh
dwoc, phai phit hgp véi chiéu cao cla may do
kim loai (théng tin tham khao: chiéu cao cla
may doé kim loai la 750mm).

- Ngd ra clia may lau vién phai duoc thiét ké
dwdng dan dé tranh viéc vién sau khi ra khai
may lau vién bj roi, bé.

- May lau vién phai dwoc thiét ké véi cdng hut
bui d& két ndi véi may hat bui.

- Chidu cao may phai diéu chinh dugc.

5.1.2. May hiit byi

- Ngudn dién st dung phi hop véi hé thdng
phu tre hién cé.

- Loc bui bao gdm Loc chinh c6 chéat liéu la tai
vai polyester va Loc Hepa (c6 loc dy phong).
- Ap suét hit va lwu lweng khi hat co thé diéu
chinh @& phi hop véi didu kién lam viéc cla
may lau vién.

- Céng suéat va stre chiva phit hop véi didu kign
lam viéc lién tuc 24/24 gid.

5.1.3. Puwong dan vién két ndi tir may dap
vién dén may lau vién va tir may lau vién
dén may do kim loai

- Bbi véi cac may dap vién cé 2 ngd ra ndm &
2 bén, dwdng dan vién phai dwoc thiét ké gép
lai thanh 1 dwdng dan vién sao cho vién khéng
bi roi, bé nhwng van dam bao d0 dé nghiéng
dé vién chay vao ngd vao cla may lau vién.

Mau: P13/F09-Bl

Form
LAn ban hanh cia mau: 20
Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. Horizontal Tablet deduster

- Functions that can have such as using compressad
air, vacuum force, vibration motion, rotation motion or
other functions to clean dust on tablets after leaving
from tablet compressing machine.

- Minimum capacity of dedusting: 128,600 tablets / hour.

- All paramaters, if any such as speed, vibration level
and compressed air volume can be adjusted to match
Tablet compression machine for ensuring that tablets,
after cleaning, do not affect the tablet appearances
{passed tablet visual appearance test).

- Dimension: Machine input must be appropriate to the
Tablet compression machine’s finished tablet discharge
chute (reference information. the height of tablet
compression machine's chute is 1100mm), with the aim
of ensuring that, after connection, the tablets can be
moved from tablet compressing machine to the
deduster.

- The outlet of tablet deduster can be adjusted, and it
should match the height of the metal detector (reference
information: the height of metal detector is 750mm).

- The outlet of the tablet deduster must be designed with
guiding chute for avoiding that the tablets, after moving
out of the dedsuter, are fall and broken.

- The deduster must be designed with the availability of
vacuum connection gate for connecting the dust
collector.

- The machine height must be adjustable.

5.1.2. Dust collector

- Electrical power is suitable with the available utility
system.

- Dust filters include main filter material of polyester and
Hepa filter (with back-up filters).

- Suction pressure and air volume can be adjusted so
that it is suitable with the working condition of the
deduster.

- Capacity and containing level are suitable with the
continuous working condition of 24/24 hours.

5.1.3. Tablet guidling connector from tabhleting
machine to tablet deduster and from the deduster to
the tablet metal detector

- In case the tableting machine has 2 tablet outlets
placed at 2 sides, the tablet guiding lines are designed
s0 that they can gather into 1 guiding line for not causing
the tablets to fall, however, the guiding lines still ensure
enough alignment level for the tablet to fall into the
tablet deduster inlet. '

0/16



Céng ty CP Dwoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-12

- Bam bao khong gian lam viéc sau rd hirng
vién v&i kich thwéc 1a 2 300mm (nhw Hinh 2).
6. YEU CAU CHUNG
6.1. Phl hop véi luat, cac qui djnh va tiéu
chuan

- Tiéu chudn GMP: Thiét bi phai dép trng tiéu
chuan WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP.
- TiBu chudn dién: thiét bj phai dat tidu chudn
IEC hoac 1SO.
- B9 bn: khéng vuot qua 85 dB trong pham vi
1 mét.
6.2. Hé thdng phu trosdncé :
- Nguén dién:

+ 400VAC (+5%, -10%) /3 pha/50Hz

+ 230VAC (+5%, -10%) /1pha/50Hz
- Khi nén: dap (ng t6t & didu kién ap suét ti
0.60 MPa - 0.65 MPa (6 bar - 6.5 bar).
6.3. Yéu ciu vé co khi

- Céac chi tiét tiép xuc vai trwe tidp san
phdm: 1am tlr inox 304 hodc 316L; nhya va
keo dwgc phép diung trong dwec phdm (hodc
twong duong), khdng dwgc xay ra phan tng
hda hoc gay anh huéng chat lweng san pham.
6.4. Yéu ciu vé dién

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

- Bao vé& ro 1i dién: Thiét bj cin co day tiép
dat.

- Sau khi mét dign: may khéng duoc
déng chay ma phai dwgce khdi déng lai bdi
ngwoi van hanh.

- Khi ¢6 sy ¢ méat dién: cac dir lidu van
hanh dwoc Iwu lai va c6 thé si dung khi co
dién tré lai.

Mé&u: P13/F09-BI

Form
Lan ban hanh ctia mau: 20
Form’s version

- Ensure the working space after the basket with the
dimension of 2 900mm (as Figure 2).

6. GENERAL REQUIREMENTS

6.1. Comply with Law, Regulation and Standard

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

- Electrical standard: Equipment must satisfy IEC or
I1S0.

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

6.2. Specifications of the available utilities:
- Power source:
+ 400VAC (+5%, -10%)/3 phase/50Hz
+ 230VAC (+5%, -10%)/1 phase/50Hz
- Compressed air: most stable at pressure drop from
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 materials), must not have
chemical reactions that could affect the product guality.

6.4. Electrical requirements
- Overcurrent protection: Machine needs to have an

overcurrent protection device.

- Leakage protection: Machine needs to have Earth
wire.

- 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.
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- TG dién yéu cau cu thé tinh nang chéng
nuwéce bui.

- NGt divng khén cip dwoce dat & vi tri thuan
tién dé dirng may ngay Iap tirc.
6.5. Yéu ciu vé nlt nhan van hanh :

Mau: P13/F09-BI

Form

LAn ban hanh cla méu: 20
Form'’s version

- 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 sdc Ghi cha
Color Remark

NGt khéi ddng/ Start button Xanh/ Green

Nt dirng/ Stop button Do/ Red

Nt divng khan cap X Kiéu: xoay dé mé khoa
Pad/ Red

Emergency button Type: Turn-reset

Nut reset/ Reset Vang/ Yellow

6.6. Yéu cau vé hé théng khi nén

- Thiét bj phai c¢6 bd chinh dp khi nén va loc
phiu hop.

- Khi nén st dung tiép xuc trwe tiép voi san
phdm phai thda man cac tidu chudn yéu cau
cta DHG.

6.7. Yéu céu vé vé sinh, bao tri, stra chiva
- X Iy bé mat cac chi tiét tiép xtc trive tiép véi
san pham: phai nhn béng dé dé vé sinh.

- V3 bao che: Thiét bj sé dwoc 1ap d3t trong
phong sach (cép sach D) nén vé bao che phai
dwoc lam béng inox 304 (ho&c vat liéu twong
duwong).

- Khung may co két cau clrng virng, it rung
ddng khi van hanh.

- Hé truyén dong dwoc thiét ké hoat déng én
dinh va lién tyc.

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

- D& vé sinh: May dwoc thiét ké dé& vé sinh &
tat cd cac bé mat, thiét ké sao cho dé& dang
kiém tra cac bé mat sau khi vé sinh.

- Cung cap dién tich tiép xdc trye tiép v&i san
phadm dé& DHG tham dinh vé sinh

- D& thay ddi bd phan may: May phai dwoc
thiét k& dé dé thay ddi cac bd phan may.

6.8. Yéu ciu vé phu kién

- Nha thau can cung clp céac vat tu tiéu hao
trong vong 1 nam.

6.8. Pneumatic

reguirements
- The machine must have an appropriate regulator {to
control the pressure) and fifter.

- The compressed air for the process that contact
diractly to the product, must comply with all the following
specifications of DHG.

(Compressed air)  system

6.7. Requirements of cleaning, maintenance and
repair

- 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.

- Provide area of direct contact with the product for DHG
to carry out cleaning qualification

- Ease to change the parts: Machine must be designed
for easy changing the parts.

6.8. Spare parts

- The vendor needs to provide the consumable spare
parts for 1 year.
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- Nha thdu can cung cip danh sach phu kién
cung v&i bao gia.
6.9. Huan luyén van hanh

Nha thdu phai t8 chirc huédn luyén cho
ngwdi st dung vé trinh tw van hanh va vé sinh
may clng nhu phwong phap thao 1&p may va
bao tri.
6.10. Y&u cdu vé nhin nhan dang
- Céc thiét bi phai dwoc dit ma sé va duoc
dan nh&n nhan dang.
7. THAM D|NH THIET Bl VA NGHIEM THU
7.1. Nilec d6 can thiét

Tién hanh chon céac digu kién dwdi day:

Mau: P13/F09-BI

Form
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- 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 Khoéng can thiét
Process Necessary Unnecessary
FAT 8 “
SAT Y] B
Tham dinh/ Qualification M =
CSV (Computerized System Validation) B8 v

7.2. Pham vi trach nhiém, nghia vy:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu
Coéng viéc Responsibility, obligation Ghi chu
Tasks Boi tac/ DHG Note
Parther
Thwe hién tw kiém tra trwée khi i
p 4 . Thwc hién/
2 xuat xwdng/ Check machine before ¢ -
Tuw kiém tra | release the machine execute
Self-checki . . . , .
eirenecking Bao cao ti kiém tra trwoc khi| Thuwe hign/ Phé duyst/
xuat xwdng/ Report execute approve
DPé cwong/ Protocol
FAT Thwe hién/ Execute
Béng ghi chép két qua/ Report
_ 2 A Soan thao/ Phé duyét/
Kidm tra | Bang de cwong/ Protocol prepare approve
Xac AN | Thyc hign (Lam thirc t8)/ Execute | 1NWC hién/ | Nhén ching/
nghiém thu execute witness
SAT Bao c4o/ Report Soan thao/ Phé duyét/
prepare approve
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Trach nhiém, nghia vy
Céng viéc Responsibility, obligation Ghi chu
Tasks Béi téCn’ DHG Note
Partner
Bang dé cuong / ) Soan thao/
Protocol prepare Ap dung cho
DQ Thire hién/ Execute - Thirc hién/ | may lau vién
execute Applying for the
Bao cao/ Report - Phe duygt/ | deduster
approve
Bang dé cuong/ ) Soan thao/
Protacol prepare Ap dung cho
Tham dinh IQ Thuc hién (Lam thye The hién/ | may lau vién
. -
Qualification &)/ Execute execute Applying for the
. . & A dedust
Béao caof Report - Phé duyet/ seuster
approve
Bang dé cuong/ ] Soan théo/
Protocol prepare Ap dung cho
0Q Thure hién (Lam thiye Thire hiégn/ | may lau vién
t&)/ Execute i execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
. Bi&u mau/Form
Higy Thire hién (Lam thue
chuan té)/ Execute
Calibration
Bao cao/ Report
Thém dinh et
Qualification Bang dé cuong / . Soan thao/
Protocol prepare Ap dung cho
PQ Thye higén (Lam thiec i Thie hién/ | may lau vién
t€)/ Execute execute Applying for the
B&o c40/ Report i Phé duygt/ | deduster
approve

7.3. Didu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

V& hd so; Nha san xuat ban giao day dd
hé so theo dé xuét cla cong ty.

V& thiét bj; Ban giao day da thiét bj kém
theo, dd nghé va phu ting thay thé dy
phong.

Vé van hanh: Thiét bj phai dap tng diéu
kién hoat déng lién tuc khéng dirng may
trong 24 gi®. Va, sdn phdm khéng bj sai
léch vé mét hinh thire va dwece lau sach
bui sau khi di qua thiét bi.

7.3. Acceptance conditions

7.3.1.

7.3.2.

7.3.3.

Document; Supplier submits all document which
DHG proposed.

Device: Handover all accessories, tools, spare
parts.

Operation: The system must satisfy the
continuous operation in 24 hours. And, the
products do not have any deviation relating to
tablet appearance, and they are clean after
going through the system.
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8. HO SO PE XUAT

Hay cung cép cac hd so dwoc néu bén duéi:
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8. DOCUMENTS

Provide documents below:

Cong viéc Hé so S6 lwong Ghi chi
Process Document Quantity Note
Ho so théng sb ki thuat/ Documents and 01 Bo/
N drawings 01 Set
Ho so 01 Bo/
bao gia Bao gia/ Quotations ?
. 01 Set
Quotation 04 Bo/
X 0
Hep dong/ Contract 04 Set
A Pl X . a n
n?:;%s{ﬁ’igﬁfé/ Bang théng sb& ché tao/ Specification 01 B&/ ?e i(tac nh/an (the
? , documents and drawings 01 Set uy.e ) or
Design confirmed purpose
A
HO so Dé cwong va ké& hoach/ Protocol
thiet ke/ —
DQ Bao cao/ Report
Bao gbm céc
’ ~ + R
Tw kidm tra/ | Bao cao nha san xuét tw kidm tra truéc 01 B/ fhu’”g, ”hbah“ k;ﬁm
self-checking | khi xuét xwéng/ Report 01 Set ra cac be phan
chinh / Including
main parts certificates
Hé so FAT/ | D& cuong/ Protocol
FAT documents | Bang ghi chép/ Report
Ho sor D& cuwong kiém tra/ Protocol %11 ggtl
kiém tra va - 01 B3/
xac nhan Bang ghi chép kiém tra/ Report 01 Sgt
SAT documents | Bién ban nghiém thu/ acceptance minutes 02 Set
D , 1Q
& crong
Ho so thdm | Protocol O.Q X
dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham 0Q
dinh/ Report — =
Hiéu chuan/ Calibration
. X oAy o : 01 Bo/
Hwé&ng dan van hanh/ Operation instruction 01 Set
Ban v& tng thé trang thiét bi, hinh céc bd
Khé phan, ban vé bd tri/ Drawing: general, parts,
ac equipment position
Others 01 Bb/
Danh sach phu ting/ Spare parts list 01 Set
Ban v& lién quan dén dién, cac dung cu 01 B&/
do dac/ Electrical diagram, measuring tools 01 Set
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9. KHAC (Lwu y dic biét) (khéng phai
GMP)
9.1. Theé&i gian bao hanh (dam bao trach
nhiém sai sét):

- B&n cung cép thiét bj phai dam bao thiét
bi dap (rng dl céac théng sé ky thuat-chat
lwong ma Dwoc Hau Giang da dat hang.
- Thiét bj phai dap (rng san xuat dwoc cac
san phdm ma Dwoc Hau Giang da néu
trén. Trwdéng hop ma thiét bj khéng dap
rng san xuét cho 1 san phdm nao dé ma
nguy&n nhan thudc v& thiét bi thi nha cung
cp phai kh&c phuc va chiju chi phi v& vén
dé do.
- Théi gian bao hanh tbi thiéu 12 thang
tinh ttr ngay nghiém thu thiét bj.

Cung céap phu ting dw phong:
- Nha cung cép phai cung cap day di va
kip th&i cac phu tung dw phdng ma Dwoc
Hau Giang yéu cau.

Bao mat théng tin:
- Tat ca thong tin dwoc trinh bay va bi mat
kinh doanh cla ca hai bén chi dwoc str
dung cho treérng hop nay va khéng dwgc
tiét 16 hodc dwa cho bén th( ba
- Trvdng hop song phwong c6 thanh qua
ter y twdng, phat minh trong qua trinh thiét
ké va st dung hé théng/ thiét bi trong hop
dong mang lai. Néu cé dw dinh ndép don
xin quyén s& hiru cdng nghiép, can théng
béo trwdc cho dbi tac, cung thao luan va
dwa ra quyét dinh.
TINH TRANG BAN HANH, SUA POI

9.2.

9.3.

10.

10.

Mé&u: P13/F09-BI

Form

Lan ban hanh clia mau: 20
Form's version

OTHERS (Majority attention) (not GMP)

9.1. Warranty fault

responsibility):

period (guarantee

- 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

REVISION HISTORY

Muc
Section

Néi dung stra doi
Content

Lan ban hanh/ Version: 1, Ngay phé duyét/ Approved date: 28/02/2025

New issuance

Ban hanh mé&i

Lan ban hanh/ Version: 2, Ngay phé duy&t/ Approved date: q?L//O"i/n&C?p?S
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Céng ty CP Duwoc Hau Giang

DHG Pharmaceutical Joint stock Company

PHONG CO BIEN/ ME DEPT.

Sé/No.: ME/2025/02/URS/M313-12

M&u: P13/F09-BI
Form

Lan ban hanh cGa mau; 20
Form's version

Tén tai liéu / Document name

Muc Noi dung s(ra d6i
Section Content
Thay ndi dung: “May lau vién nén” -> “May lau vién nén

dang ngang”
Change content of. “Tablet deduster” -> “Horizontal tablet deduster”

1. Muc dich / Purpose

2. Pham vi cdng viéc / Scope of
work

3. Céu tao Hé théng / Thiét bj /
Configuration of system / equipment

Thay ndi dung: “May lau vién nén” -> “May lau vién nén
dang ngang”
Change content of. "Tablet deduster” -> "Horizontal tablet deduster”

2.5. Th&i han giao hang theo
hop déng (khéng phai GMP) /
Delivery time according fo the
contract (not GMP

Thay ndi dung: “5 thang ké tir khi xac nhan dat hang” ->
“3-4 thang ké tlr khi xac nhan dat hang”

Change content of. “5 months upon receipt of order” -> "3-4 months
upon receipt of order”

5.1. Yéu cdu dac biét / Special
requirements

Thay néi dung: “5.1.1. May lau vién" -> “5.1.1. May lau
vién dang ngang”

Change content of. "5.1.1. Tablet deduster” -> "5.1.1. Horizontal Tablet
deduster”

5.1.1. May lau vién dang ngang

/ Horizontal tablet deduster

Thay ndi dung: “D6i véi may lau vién dang ndm ngang,
chidéu cao may phai didu chinh dwoc” > “chiéu cao may
phai didu chinh dwoc”

Change content of: “Iin case of horizontal tablet deduster, the machine
height must be adjustable” -> “the machine height must be adjustable”

5.1.3. Puéng dan vién két ndi
tr may dap vién dén may lau
vién va tr may lau vién dén
may do kim loai / Tablet guidling
connectar from tableting machine to

tablet deduster and from the deduster
to the tablet metal detector

B& ndi dung: “Thiét ké phi hop dé vién sau khi ra khdi may
dap vién cé d0 dd nghiéng dé chay vao ngd vao cla may
lau vién. Va, dé& dang ldy mau vién & cac ngd ra cla may
dap vién” va “Ngé ra ctia may lau vién phai c6 dwdng dan
ké&t néi véi may do kim loai sao cho dé dang lay mau vién &
ngé ra cua may lau vién”

Remove the contents of: "Appropriate design so that the tablets, after
moving out of the tableting machine, have enough alignment level for
moving into the tablet deduster. And, it is easy for sampling the tablets
at the outlet of the tableting machine” and “The outiet of the deduster

must have the connector to connect with the metal detector so that it is
easy for sampling the tablets at the outlet of the deduster”
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DHG PHARMA

vl mét cufe sdng khée dep hon

YEU CAU NGUOI1 SU DUNG
Hé théng/Thiét bi:

MAY LAU VIEN NEN DANG

NGANG
USER REQUIREMENTS
SPECIFICATION
System/Equipment:
HORIZONTAL TABLET DEDUSTER

Form

e Mau: P13/F09-BI

e LAn ban hanh clia mau: 20
Form’s version

No.

S6: ME/2025/02/URS/M313-13

Version

LAn ban hanh:

01

® Tén hé thdng/thiét bi/System/equipment name: May lau vién nén dang ngang / Horizontal Tablet deduster
® Ma s hé thong/thiét bi/Systemlequipment code: M313-13
® Model (Néu co/if any): N/A

® |y do ban hanh/Reason for issued:

M Lap moi

New installation

£ Khi cé thay déi

When changing

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

l—

Ho va tén Ky tén Ngay
Full name Signature Date
Nguwoi thire Tran Nam Hwng
hién (Nhan vién To thiet bi san xuat / 4[\/ J /OH /ngogg'
Implemented by Staff of Production Equipment Group) =
Nguyé&n Van Phi ﬂ(,\,
(T4 trwdng To thiét bj san xuat / _/’L’ 24/ 04/ 10 51l
Team leader of Production Equipment Group) ;
Lé Hiru Hanh ,
% p ' //LK/
(Quén dbc xuwdng 1/ J/(,/K ] -Qék /C’Zf /v?/@%
Manager of Factory 1) e
N ' Tran Minh Luan
Nguwdi xem xét (Trwéng Phong nghién ctru va phat trién / , /éwf/ by /@4/)_02 c
Reviewed by ‘ iy
RD Manager) -
Tran My Thién 5y
(Phé Phong Co dién / W= D4 (0| 2025
Deputy Head of ME) 4
Katsunori Osawa
. . . %
(Trwdng Phong Co dién / ti _ f/@ 24 /04/2025
ME dept. Manager)
Nguwoi phé Tran Binh Thuan
duyét (Trwéng Phang Quan Iy chat lwong / Wnall |94 /o4 /2025

Approved by

QM dept. Manager)

1/16



Cong ty CP Dwgc Hau Giang Mau: P13/F09-BI

DHG Pharmaceutical Joint stock Company Form
PHONG CO DIEN/ ME DEPT. . Lan ban hanh ctia mau: 20
Sé/No.: ME/2025/02/URS/M313-13 Form’s version
, MUC LUC/ INDEX
MUC BICH L. e e 4
PURPOSE
PHAM VECONG VIEC ..o 4
SCOPE OF WORK
2.9 TON MG thONGANIBE DI ... cceiitoeeeeeeeeoeeoeeeeeeoe oo 4
Name of the system/ equipment
220 SGIMONG ..o e e 4
Quantity
230 VJHTIED Gl ..o et 4
Instalfation location
2.4, Pham vitrdch nhigm, nghia vu: Theo BENG TUGT ..o e e 5
Scope of responsibilities and obligations: Follow the table below
2.5.  Thoi han giao hang theo hop ding (KRONG PRAT GMP)......o.oooeeoeeeoeeeeeoeoeeoeeoo 6
Delivery time according fo the contract (not GMP)
2.6.  Dibu kién bdo gia va thanh toan (Theo yéu céu cia DHG) (Khéng PRETGMP) .o 6
Conditions for quotation and payment (According to DHG's request) (not GMP)
CAU TAO HE THONG! THIET Bl ... 8
CONFIGURATION OF SYSTEMS/ EQUIPMENTS
THONG SO SAN PHAM VA CAC TIBU CHI ....ooooooooooooooooo 8
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
YEU CAU VE HE THONG / THIET Bl 9
REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
YEU CAU CHUNG .......ccoooooivoooeceeeoeeeeeeeeeeveeee oo oo 10
GENERAL REQUIREMENTS
6.1.  Phu hop voi ludt, cac qui dinh Va U CRUBN .........cooovvoeoeeeeeeeeeeeeeee 10
Comply with Law, Regulation and Standard
8.2 HEONG PIU HQ SBI CO...o.vovoeoeoeoeooeeeeoeeeeeeeeoeeeoeeeeoeoeeeeeeee 10
Specifications of the available utilities
6.3, YBU CAU VB CO KNI ..........ocooo ettt 10
Mechanical requirements
I T LT e 10
Electrical requirements
R O R T T 11
Operating button specifications
6.6, YU CAU VE NG INONG KNI NG .......c.oo.ooovooeeeeeoeoeeeoeeeoeoeeeoeeeeeeee 11
Pneumatic (Compressed air) system requirement
6.7 Yéu cau vé v8 Sinh, BAO fri, SUE CRLKA ............oovocoovvoo oo 11
Requirements of cleaning, maintenance and repair
L A I T oL 11

Spare parts

216




Cong ty CP Duwoc Hau Giang Ma&u: P13/F09-BI

DHG Pharmaceutical Joint stock Company Form
PHONG CO DIEN/ ME DEPT. LAn ban hanh cGa mau: 20
Sé/No.: MEf2025/02/URS/M313-13 Form's version
6.9, HUBN JUYBIN VAN NADN c.co.ocoooo oot 12
Operator training
B.10.  YEU CAU VB NAEN NN QNG ..ottt et et es et saeb sttt 12
Requirements for identification labels
7. THAM BINH THIET BI VA NGHIEM THU ......o.ooiiiiiie e 12
QUALIFICATION AND ACCEPTANCE TEST '
To0. PG 8 CAIN HRIBL...coooe oottt ettt a1 a1 sttt ettt 12
Necessary conditions
7.2, Pham vitrach NRIEM, NORATE VU ... c.oooi et 12
Responsibility, obligation
7.3, DUBU KIBI NGIIBIM B ... oottt e 13
Acceptance conditions
B. HO SO PE XUAT ..ottt 14
DOCUMENTS
9. KHAC (Lwu ¥ dic bidt) (Khong phai GMP)............cc.coovimimeioieeicierec e 15
OTHERS (Majority attention) (not GMP)
9.1.  Théigian bdo hanh (Gdm bao trach nhHEM Sa5 SO} ...........coviiiiieiie e 15
Warranty period (guarantee fault responsibifity)
9.2, CUng CAP PO LING AL PAONG ..ottt s s 15
Spare parts stpply
9.3 BAO MEE TRONG I (..ot n e 15
Information security
10. TINH TRANG BAN HANH, STPA DOL.......ocoooioioier e s 15

REVISION HISTORY
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Céng ty CP Dwec Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

Sé/No.; ME/2025/02/URS/M313-13

1. MUC PiCH
Péau tw bd sung may lau vién dang ngang,
méy hit bui va dwong dén vién cho may
dép vién hién hru ctia Xwéng 1.
Nang cao nang suat chat lwgng nhdm dap
¢ng nhu cau chét lwgng ctia EU-GMP.
2. PHAM VI CONG VIEC
2.1 Tén hé théng/thiét bi: May lau vién dang
ngang, may hat byi va dwong dan vién.
2.2 86 lwgng: 01 day chuyén
2.3 Vijtrilap dat: Cong ty cb phan Dwoc Hau
Giang — Chi nhanh Nha may dugc phdm
DHG tai Hau Giang (Xwéng 1).

+ Dija chi: L6 B2-B3 KCN Tan Pht Thanh
(giai doan 1), x& Tan Pha Thanh, huyén
Chéu Thanh A, tinh Hau Giang.

+ Phong l&p d&t: Phong 033.

+ Cac ban vé lién quan:

+ Ban vé xudng 1 :

| ¥ i i i H

Mau; P13/F09-BI

Form

Lan ban hanh ctia mau: 20
Form's version

. PURPQOSE

Invest New horizontal tablet deduster, vacuum cleaner
and connector for the existing tableting machine of
factory 1.

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

2. SCOPE OF WORK

22
23

Name of the system/equipment. horizontal tablet
deduster, vacuum cleaner and connector.
Quantity: 1 line

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: Room 033,
Related drawings:

+  Factory 1 layout:

8 T R

R A AW NN Py A S NN S S R Y

1
H
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¥
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© 0002 900 O GO

i TTHE Al

i
] rm

|
; o ww
1

1 I s Lm

e J T

é‘“”é' '”569@@_@@@@@@@@@

D . YLirEhign tai cGa phong san xust

Existing production room location

Hinh 1. Ban v& mét bang Xwéng 1
Figure 1. Layout drawing of Factory 1
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Céng ty CP Dwoc Hau Giang
DHG Pharmaceutical Joint stock Company

PHONG CO' PIEN/ ME D

EPT.

Sé/No.: ME/2025/02/URS/M313-13

+ Kich thwéc phong

|4p dat thiét bj : \

Mau: P13/F09-BI

Form

LAn ban hanh clia mau: 20
Form'’s version

+ Installation room dimensions;

Tablet pressing >

w—— b
May dap vién

ESIFRs
Room

2750 1100 1450

/ machine =
[ b
' lI
May lau vién t J _ May db kim loai
Tablet deduster =§ Metal detector
a
1000mm
R6&
hirma ™ (> A
vién
Basket > 2900mm
LY

Mau doé/Red: Pham vi céng viéc nha thau/
Manufacturer's scope of work

Mau xanh/Blue: Pham vi coéng viéc cua DHG/
DHG's scope of work

Hinh 2. Hinh minh hoa Kich thudc mat bang phong 1&p dat thiét bi
Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién mai trwedng :

+ Nhiétds: 22 +2°C
+ Am dd: 35 £ 5%
+ Cép sach: D

2.4 Pham vi tradch nhiém, nghia vu: Theo | 24

+ Room conditions:
+ Temp:22+2°C
+ Humidity: 35 + 5%
+ Cleanliness: grade D
Scope of responsibilities and obligations: Follow the

bang dwoi table below
Trach nhiém,
nghia vu
Phéan loai N@i dung cong viéc Responsibilities and Ghi chu
Classification Content _obli ations Remark
Poi tac
Partner BHG
Thiét ké/ Design v =
Ché tao/ Fabrication v =
FAT =
Van chuyén/ Transportation %) = I[?Bgerm 2020
Thiét bi/ | Lap dat/ Installation | =
Equipment | Bidy chinh/ Adjustment ] B8
Tham dinh/ Qualification ] v
SAT %] 1}
Huén luyén nhan vién/ Training for staff % =
Kiém tra trong qua trinh s&n xuét/ Check = 7
in the actual production
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Cong ty CP Dugc Hau Giang
PHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-13

Mau: P13/F09-BI

Form

L&n ban hanh cla mau: 20
Form’s version

Trach nhiém,
nghia vu
Phén loai Néi dung cbng viéc Responsibilities and Ghi cha
Classification Content _obligations Remark
Doi tac
Partner DHG
Cai tao hé thong, thiét bi phy tro dap
(ng van hanh/ = M
Phu tro/ Renovating upstream utility
Utitity works e £ ..
Ket ndi vé&i hé théng phuy tre/ Connecting ol
utilities
Thay dbi kién tric/ Architecture works = 4]
Khac/ Others | vat lieu van hanh thoy Preparing the
Material for FAT, Qualification, SAT (including = |
preparing cost)
Glri nguyén liéu (bao gdm chi phi guri)y/
Sending the material (including delivery cost)
Chi phi nhén sir thuc hién FAT (vé may
bay, khach san,...) cho 2 nguoi / cost for
FAT executing (airplane ticket, hotel fee,...) of 2
people
Di doi/ pha d&/ thanh ly/... may hién
hiru/ Refocating/ demolition/ liquidation/... of an
existing machine
2.5 Thoi han giao hang theo hgp dbng |25 Delivery time according to the contract (not GMP);
(khéng phai GMP): 3-4 thang k& to khi 3-4 months upon receipt of order.
xac nhan dat hang.
26 Pidu kién bao gia va thanh toan (Theo | 2.6 Conditions for quotation and payment (According
yéu cu clia DHG) (Khéng phai GMP): to DHG's request) (not GMP):
+ Pdi v&i Nha cung Cép nuwéc ngoai cd it| + For foreign suppliers with at least 1 representative

2.6.

nhét 1 dai dién tai Viét Nam

Ban sao gidy chirng nhan dang ky kinh
doanh, gidy phép lién quan.

Bédo cdo tai chinh kiém toan/ndp cho co
quan thué cac nam 2022. 2023, 2024.

Co liét ké cac dw an da thure hién twong tu.
Co hop ddng, bién ban nghiém thu, ban
giao dwa vao sir dung/bién ban thanh ly
hop déng.

1 Bang bao gia:

+ Phai 1a ban goc c6 tén céng ty, chiv ky,

dong dau.

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
fiquidation reports are available.

2.6.1 Quotation:

+

Must be original with company name, signature and
seal.
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Cong ty CP Dwoc Hau Giang Mau: P13/F09-BI

DHG Pharmaceutical Joint stock Company Form
PHONG CO DIEN/ ME DEPT. Lan ban hanh cla mau: 20
Sé/No.: ME/2025/02/URS/M313-13 Form’s version
+ Thé& hién chi tiét cac d&c tinh, théng sb ky | + Show detalled information, specifications, and
thuat thidt bi, cac wu diém ndi bat thiét bi outstanding advantages of the devices (If any).
(néu cd).
+ Thé& hién nwéc san xuét, ndm san xudt| =+ Show country of manufacture, year of manufacture
(sau nam 2024) (after 2024)
+ Béo gia c6 thdi han tlr 2 thang tré lén k&1 + Quotations are valid for 2 months or more from the
tlr ngay bao gia co hiéu lwc effective date of quotation.
+ Thoi gian bac hanh thiét bi, t6i thiéu 12| + Equipment warranty period, minimum 12 months
thang ké tir ngay nghiém thu. from date of acceptance.
+ Bdo gia bao gdm tat ca chi phi thudc pham | + The quotation includes all costs within the scope of
vi nha thau thuwe hién theo URS. the contractor's performance under URS.
2.6.2 Thanh toan 2.6.2 Payment:
+ Tam tng t6i da 20% gi4 tri hop dbng trong | + Maximum advance of 20% value of the contract
vong 7 ngay lam viéc khi ky hop déng V3 amount within 7 working days right after signing the
A A . contract and DHG receives enough payment
DHG nhan du ho so thanh toan. documents.

+ Thanh todn 50% gia tri hop déng trong | + Pay 50% value of the contract amount within 30
vong 30 ngay 1am viéc k& tir khi ky hoan working days right after completing SAT
thanh nghiém thu SAT va DHG nhan dihd acceptance and DHG receives all payment

documents.
so thanh foan.

+ Thanh toan 30% gia tri hop déng con iai + Pay 30% remaining within 30 working days right
trong vong 30 ngay lam viéc sau khi hoan after‘ completing contract acceptance and DHG
tht nghiém thu hop déng va DHG nhan receives warranty guarantee.
dwoe bao lanh bao hanh.

+ Pdng tidn thanh toan: Viét Nam Déng. + Payment currency : Viet Nam Dongs.
2.6.3 Bao lanh thanh toan 2.6.3 Payment guarantee

+ Bao lanh tam ing: twong duwong gid tritam |+ Advance payment guarantee: equivalent to the

trng, cb hidu lwc tir ngay phat hanh dén khi
gia tri tam (rng dugrc hoan trd hoan toan.
Bdo lanh thyc hién hop ddng: Téi thidu
10% gia trj hop ddng, co higu e tlr ngay
phat hanh dén khi két thic cac nghia vu
hop déng.

Bao lanh bao hanh: Téi thiéu 5% gia fri hop
ddng, ¢é hiéu iwc tlr ngay nghiém thu dua
vao st dung dén két thuc thdi gian bao
hanh.

value of the advance payment, valid from the date
of issue until the advance payment is fully repaid.

+ Confract 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.
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Céng ty CP Dwoc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.
S6/No.: ME/2025/02/URS/M313-13

3. CAU TAO HE THONG/ THIET BI

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

| 3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiét bi S6 lvong Ghi chu
No. Equipment Quantity Note
y May lau vién dang ngang 1
Horizontal Tablet deduster
2 May hut bui cdng nghiép 1
Industrial dgst collector'
BPuong dan vién ket ndi tir may dap vién dén may lau
3 vién va tir may lau vién dén may do kim loai 1
Tablet guidling connector from tableting machine to tablet deduster
and from the deduster to the tablet metal detector
Ll_évrda'p vién ]
Tablet pressing
= machine
G 2 —,
L) / w )
] Jﬂ : - 7 2700
( \f_) = ]
\ {,‘\"’,’{;;TEIT‘-"‘"“ \ ,ﬂl
N Tablet dedustat —
I = v
Dust KR Al ) ==
colleclor _J-JI,"' w e ]
L _ ' - bo o
\ = [ L) LY ? B =

Mau do/Red: Pham vi céng viéc nha thau/ Manufacturer's scope of work
Mau xanh/Blue: Pham vi céng viéc ciia DHG/ DHG's scope of work

* Ghi chi: don vi do do dai la mm
Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So G6 bé tri hé théng may
Figure 3. illustration figure of Layout drawing of machines arrangement

4. THONG SO SAN PHAM VA CAC TIEU CHi | 4. SPECIFICATION AND CRITERIA OF PRODUCT/

PROCESS
- Céc thong s clia cac san phdm lién quan; | - Related parameters of the products:
Kich thwéc vién X yae. a D6 crn
. Tablet Dimension Bé day vién Tr(_)ng_n vién =
STT Hinh dang Tablet lwong vién Tablet
fio vién (mm) Thickness | Tablet Weight | &€
" | Tablet shape — : 3 -
Dai Rong | Pwéng kinh
Length | Width | Diameter (mm) (mg) (kp)
1 Caplet 71'3372‘ oy 2.90-849 | 93-1191 | 571-24.06
2 Oval L ol 2.32-689 | 85-762 | 3.87-19.06
Round tablet 6.01—14.05 | 2.66-6.49 | 86-945 | 2.96— 16.82
4 | Hexagonal | 1298~ 14 e 6.03-6.37 | 808—841 |15.70-23.65
5 | Triangular | "4 3.75-4.65 | 167-207 | 4.69 - 14.98
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Cong ty CP Dwoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

Sé6/No.: ME/2025/02/URS/M313-13

5. YEU CAU VE HE THONG / THIET B}

5.1. Yéu cau dic biét

5.1.1. May lau vién dang ngang

- Cac chlrc ndng c6 thd c6 nhw st dung khi
nén, lwc hat chan khéng, chuyén déng rung,
chuyén déng quay hodc chirc ning khac dé
lau sach bui bam trén b& mat vién sau khi ra
khoi may dap vién.

- N&ng suét lau vién tdi thidu: 129.600 vién/gid
- Céc thdng s& néu c6 nhw toc d8, mirc dd
rung va lwu lwgng khi nén co thé didu chinh
phil hop v&i tc d6 may dap vién dé dam bao
sau khi lau vién sach bui, khéng anh hwéng
dén cam quan vién (dat vé cam quan).

- Kich thuere : Ngb vao ciia may phai phl hop
v&i chidu cao mang ra cla may dap vién
(théng tin tham khdo : chidéu cao mang ra cla
may dap vién 1a 1100mm) dé dam bao sau khi
két ndi thi vién cé thé di chuyén tlr may dép
vién dén may lau vién.

- PAu ra clia may lau vién cé thé didu chinh
dweore, phai phi hep véi chidu cao clia may do
kim loai (théng tin tham khao: chiéu cao cla
may dé kim loai [a 750mm).

- Ngb ra ctia may lau vién phai duoc thiét ké
dwdng dan dé tranh viéc vién sau khi ra khoi
may lau vién bi roi, bé.

- May lau vién phai duoc thiét ké vai cong hit
bui d& két ndi véi may hat bui.

- Chidu cao may phai diéu chinh duoc.

5.1.2. May hit bui

- Ngudn dién st dung phi hop véi hé théng
phu trg hién co.

- Loc bui bao gdm Loc chinh ¢6 chét liéu la tai
vai polyester va Loc Hepa (c6 loc dy phong).
- Ap suét hat va lwu lwong khi hat cé thé diéu
chinh d@é& phu hop véi digu kién lam viéc cla
may lau vién.

- COng suat va stre chiva phi hop véi didu kién
lam viéc lién tuc 24/24 gid.

5.1.3. Pwéng dan vién két néi tir may dap
vién dén may lau vién va tir may lau vién
dén may do kim loai

- Dbi voi cac may dap vién ¢ 2 ngd ra ndm &
2 bén, dwdng dan vién phai dugc thiét ké gép
lai thanh 1 dwdng dan vién sao cho vién khéng
~ bj roi, bé nhwng van dam bao da dé nghiéng
dé vién chay vao ngd vao cha may lau vién.
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5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. Horizontal Tablet deduster

- Functions that can have such as using compressed
air, vacuum force, vibration motion, rotation motion or
other functions to clean dust on tablets after leaving
from tablet compressing machine.

- Minimum capacity of dedusting: 129,600 tablets / hour.

- All paramaters, if any such as speed, vibration level
and compressed air volume can be adjusted to match
Tablet compression machine for ensuring that tablets,
after cleaning, do not affect the tahlet appearances
{passed tablet visual appearance test).

- Dimension; Machine input must be appropriate to the
Tablet compression machine's finished tablet discharge
chute (reference information: the height of tablet
compression machine’s chute is 1100mm), with the aim
of ensuring that, after connection, the tablets can be
moved from tablet compressing machine to the
deduster,

- The outlet of tablet deduster can he adjusted, and it
should match the height of the metal detector (reference
information: the height of metal detector is 750mm).

- The outlet of the tablet deduster must be designad with
guiding chute for avoiding that the tablets, after moving
out of the dedsuter, are fall and broken.

- The deduster must be designed with the availability of
vacuum connection gate for connecting the dust
collector,

- The machine height must be adjustable.

5.1.2. Dust collector
- Electrical power is suitable with the available utility
system.

- Dust filters include main filter material of polyester and
Hepa filter {with back-up filters).

- Suction pressure and air volume can be adjusted so
that it is suitable with the working condition of the
deduster.

- Capacity and containing level are suitable with the
continuous working condition of 24/24 hours.

5.1.3. Tablet guidling connector from tableting
machine to tablet deduster and from the deduster to
the tablet metal detector

- In case the tablsting machine has 2 tablet outlets
placed at 2 sides, the tablet guiding lines are designed
so that they can gather into 1 guiding line for not causing
the tablets to fall, however, the guiding lines still ensure
enough alignment level for the tablet to fall into the
tablet deduster inlet,
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- Dam bao khdng gian lam viéc sau rb hirng
vién v@i kich thwde 1a 2 900mm (nhw Hinh 2).
6. YEU CAU CHUNG
6.1. Phu hep véi ludt, cac qui dinh va tiéu
chuan

- Tiéu chudn GMP: Thiét bj phai dap trng tiéu
chudn WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP,
- Tiéu chuan dién: thiét bj phai dat tiéu chun
IEC hoéc 1SO.
- D9 6n: khéng vt qua 85 dB trong pham vi
1 mét.
6.2. Hé thdng phu tro sdn cé :
- Ngudn dién:

+ 400VAC (+5%, -10%) /3 pha/50Hz

+ 230VAC (+5%, -10%) /1pha/50Hz
- Khi nén: dap (rng t6t & didu kién ap suét tr
0.60 MPa - 0.65 MPa (6 bar - 6.5 bar).
6.3. Yéu céu vé co khi

- Céac chi tiét tiép xtc voi trpe tiép san
pham: fam tir inox 304 hodc 316L; nhia va
keo dwgc phép dung trong dwoc phdm (hodc
twong dwong), khdng dwec xay ra phan rng
héa hoc gay anh hwdng chat iwgng san pham.
6.4. Yéu ciu vé dién

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

- Bao vé ro i dién: Thiét bi can co day tiép
dat.

- Sau khi mat dién: may khéng dwoc tw
déng chay ma phai duwec khéi déng lai bdi
nguwoi van hanh.

- Khi c6 sy cd mét dién: cac di lieu van
hanh dwoc lwu lai va cd thé sir dung khi ¢
dién tré lai.

Mau: P13/F09-BI

Form
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- Ensure the working space after the basket with the
dimension of 2 900mm (as Figure 2).

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
i1SC.

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

6.2. Specifications of the available utilities:
- Power source:
+ 400VAC (+5%, -10%)/3 phase/50Hz
+ 230VAC (+5%, -10%)/1 phase/50Hz
- Compressed air: most stable at pressure drop from
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 materials), must not have
chemical reactions that could affect the product quality.

6.4. Electrical requirements
- Overcurrent protection: Machine needs to have an

overcurrent protection device.

- Leakage protection: Machine needs to have Earth
wire,

- After power failure, Machine must not work
automaticatily. it must be manually started.

- Whenever the power failure happends, the
operation data must be saved. It can be used when
power is back.
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- TG dién y&u cau cu thé tinh nang chéng
nwéc buyi.

- NGt dirng khan cép dwoc dat & vi tri thuan
tién dé dirng may ngay lap tiec.
6.5. Yéu cau vé nit nhan van hanh :

Mau: P13/F09-BI

Form
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- 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 chi

Color Remark

NGt khéi dong/ Start button Xanh/ Green

NGt dirng/ Stop button Do/ Red

NGt dirng khén cap B Kiéu: xoay dé mé khoa
0/ Red

Emergency button Type: Turn-reset

NGt reset! Reset Vang/ Yeltow

6.6. Yéu cAu vé hé théng khi nén

- Thiét bi phai ¢4 bd chinh 4p khi nén va loc
phu hop.

- Khi nén s dung tiép xtc tryc tiép véi san
phadm phai thda man cac tiéu chudn yéu cau
clia DHG.

6.7. Y&u ciu vé vé sinh, bao tri, slra chiva
- X0 ly b& mat cac chi tiét tiép xuc trigc tidp véi
san pham: phai nhan béng dé dé vé sinh.

- V& bao che: Thiét bj s& dwoc 1ap dat trong
phong sach (cap sach D) nén vé bao che phai
dwgc lam bang inox 304 (hodc vat liéu tuong
dwong).

- Khung may c6 két cau cirng vibng, it rung
déng khi van hanh.

- Hé truyén déng duwoc thiét ké hoat déng 6n
dinh va lién tuc.

- C4c bod phan chuyén dong phai dwgc bao
che day di d& dam bao an toan va tranh tap
nhiém.

- D& v& sinh: May dwoc thiét ké dé vé sinh &
tAt ca cac bé& mat, thiét ké sao cho dé dang
kiém tra cac b& mat sau khi vé sinh.

- Cung cap dién tich tiép xtc tryc tiép véi san
pham dé DHG tham dinh vé sinh

- Dé thay ddi bé phan may: May phai dugc
thiét ké dé dé thay ddi cac bd phan may.

6.8. Yau cau vé phu kién

- Nha thau can cung cap cac vat tw tiéu hao
trong vong 1 nam.

6.6. Pneumatic

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

(Compressed  air)  system

- The compressed air for the process that contact
directly to the product, must comply with all the following
specifications of DHG.

6.7. Requirements of cleaning, maintenance and
repair

- Surface finishing of the components in direct contact

with the product: It must ba 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 malerials).

- Machine frame would bhe 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
cleannass.

- Provide area of direct contact with the product for DHG
to carry out cleaning qualification

- Ease to change the parts: Machine must be designed
for easy changing the parts.

6.8. Spare paris

- The vendor needs to provide the consumabile spare
parts for 1 year, -
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- Nha thau can cung clp danh sach phu kién
cung v&i bao gia.
6.9. Huan luyén van hanh

Nha thdu phai td chirc hudn luyén cho
nguwdi st dung vé trinh tw van hanh va vé sinh
may cling nhw phwong phép thao I&p may va
bao tri.
6.10. Y&u céu vé nhéan nhan dang
- Cac thiét bi phai dwoc dat ma sé va dwoc
dan nhan nhan dang.
7. THAM BINH THIET B VA NGHIEM THU
7.1. Mdrc dd can thiét

Tién hanh chon cac didu kign dwoi day:

Mau: P13/F09-B!
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- 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 [abeled with identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below:

Diéu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT = )
SAT %] =
Tham dinh/ Qualification %} =
CSV (Computerized System Validation) = 4|

7.2. Pham vi trach nhiém, nghia vu:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu
Céng viéc . Responsibility, obligation Ghi chu
Tasks BOI tac’ DHG Note
Par{ner
Thie hién ty kiém tra trwde khi Thue hidn/
. Xuat xudng/ Check machine before we ;en -
Tw kiém tra | release the machine execute
Self-checki . , . . .
elenecking Bao cao tu kiém tra trwdc khi| Thyc hign/ Phé duyét/
xuat xwong/ Report execute approve
Dé cuwong/ Protocol
FAT Thire hién/ Execute
Bang ghi chép két qua/ Report
i 2 A Soan thao/ Phé duyét/
Kidm tra | Bang de cwong/ Protocol prepare approve
Xac NhAN | Thyyc hign (Lam thye 16 Execute | TNWC hién/ | Nhan chig/
nghiém thu execute witness
SAT Bao caof Report Soan thao/ Phé duyét/
prepare approve
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Trach nhiém, nghia vu
Coéng viéc Responsibility, obligation Ghi cht
Tasks Poi tac/ DHG Note
Partner
Bang dé cwong / i Soan thao/
Protocol prepare Ap dung cho
DQ Thirc hign/ Execute ; Thyre hign/ | may lau vién
execute Applying for the
Bao cao/ Report - Phé duyGt/ | deduster
approve
Bang @é cwong/ } Soan thao/
Protocol prepare Ap dung cho
Tham dinh Q Thue hién (Lam thye Thyc hign/ | may lau vién
P -
Qualification t€)/ Execute execlite Applying for the
A A deduster
B4o caof Report - Phé duyét/
approve
Bang dé cuong/ ] Soan thao/
Protocal prepare Ap dung cho
0Q Thye hién (Lam thue Thwe hién/ | may lau vién
té)/ Execute - execute Applying for the
5 A deduster
Bao cao/ Report - Phé duyet/
approve
Bidu mau/Form
Higu Thire hién (Lam thir
chuan t8)/ Execute
Calibration
o Béo cao/ Report
Tham dinh . . -
Qualification Bang de cuwong / ) Soan thao/
Protocol prepare Ap dung cho
PQ Thwe hién (Lam thuc ) Thye hién/ | may lau vién
té)/ Execute execute Applying for the
. i A A deduster
Bao cao/ Report - Phé duyét/
approve

7.3. Diéu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

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

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

V& van hanh: Thiét bj phai dap ¢vng didu
kién hoat ddng lién tuc khéng dirng may
trong 24 gi®. VA, sdn pham khéng bj sai
l&ch vé mat hinh thire va duoc lau sach
bui sau khi di qua thiét bi.

7.3. Acceptance conditions

7.3.1.

732

7.3.3.

Document: Supplier submits all document which
DHG proposed.

Device: Handover all accessories, {ools, spare
parts.

Operation: The system must salisfy the
continuous operation in 24 hours. And, the
products do not have any deviation relating to

tablet appearance, and they are clean after

going through the system.

13/16




Céng ty CP Dwgc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO’ BIEN/ ME DEPT.
S6/No.: ME/2025/02/URS/M313-13

8. HO SO’ DE XUAT

Hay cung cép cac hd so dwoc néu bén dudi:
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8. DOCUMENTS

Provide documents below:

Céng viéc Hb so S6 lwong Ghi cha
Process Document Quantity Note
Ho so thong sb ky thuat/ Documents and 01 Bo/
N drawings 01 Set
Ho so 01 Ba/
bao gia Béo gia/ Quotations -
. 01 Set
Quotation 04 Bo/
Y 0
Hop dong/ contract 04 Set
A - Py » ~ n
r'!"no Shacis | Bang thong s ché taol Specifcation 01 B&/ ?e xae ”h}"’” (pge
nhan IELKE! | documents and drawings 01 Set uy_e) or
Design confirmed purpose
A
Ho so Dé cwong va ké hoach/ Protocol
thiet ké/ —
DQ Bao cao/ Report
Bao gbm céac
. ~ - R
Tuw kidm tra/ | Béo cao nha san xuét ty kiém tra trudce 01 Bo/ frhu’ng nhbann k;]e"m
self-checking | khi xuat xwéng/ Report 01 Set a cac bo phan
chinh [/ Including
main parts certificates
M& so FAT/ | P& cuong/ Protocol
FAT documents | Bang ghi chép/ Report
J{H(’ﬁ SO Dé cuong kiém tra/ Protocol %11 Egt/
kiém tra va - 01 Bo/
Xac nhan Bang ghi chép kiém tra/ Report 01 Set
nghiém thu/ ~ 02 B/
SAT documents | Bi&n ban nghiém thu/ acceptance minutes 02 St
. ) 1Q
Pé cuong
HS so thAm | Protocol OS) -
dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham 0Q
dinh/ Report — -
Hiéu chuan/ Calibration
. XA s . . 01 Bo/
Hwé&ng dan van hanh/ Operation instruction 01 Set
Ban vé tdng thé trang thiét bj, hinh cac b
Kha phan, ban vé& bb tri/ Drawing: general, parts,
ac equipment position
Others 01 B6/
Danh sach phu tung/ Spare parts list 01 Set
Bén vé lién quan dén dién, cac dung cy 01 B&/
do dac/ Electrical diagram, measuring tools 01 Set
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9. KHAC (Lwu y dic biét) (khéng phai
GMP)
91. Theoi gian bao hanh (dam bao trach
nhiém sai sét):

- Bé&n cung cap thiét bi phai dam béo thiét
bi dap (rng du cac théng sé ky thuat-chat
lwong ma Dwoc Hau Giang da dat hang.
- Thiét bj phai dap (rng san xuat dworc cac
san phdm ma Duwgc Hau Giang d& néu
trén. Trwéng hop ma thiét bi khéng dap
(ng san xuat cho 1 s&n phadm nao d6 ma
nguyén nhan thudc vé thiét bj thi nha cung
cAp phai khac phuc va chju chi phi v& van
dé dé.
- Thoi gian bao hanh tbi thiéu 12 thang
tinh tlr ngay nghiém thu thiét b.

Cung cap phu tung dw phong:
- Nha cung cép phai cung cap day du va
kip th&i cac phu tung dy phong ma Dwoc
Hau Giang yéu cau.

Bao mat thong tin:
- TAt ca théng tin dweec trinh bay va bi méat
kinh doanh clia ca hai bén chi dwoc st
dung cho trwéng hep nay va khéng duwoc
tiét 16 hoac dwa cho bén thir ba
- Trwedng hop song phwong cé thanh qua
ttr y twéng, phat minh trong qué trinh thiét
ké va st dung hé théng/ thiét bj trong hop
ddng mang lai. Néu cé dw dinh nép don
xin quyén sé& hitu cdng nghiép, can théng
bao trwdc cho dbi tac, cling thao ludn va
dwa ra quyét dinh.
TINH TRANG BAN HANH, SUA BOI

9.2,

9.3.

10.

9.

10.
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OTHERS (Majority attention) (not GMP)

9.1. Warranty
responsibility):

period (guarantee fault

- 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

REVISION HISTORY

Muc
Section

N6i dung stra doi
Content

Lan ban hanh/ Version: 1, Ngay phé duyét/ Approved date: 28/02/2025

New issuance

Ban hanh maoi

Lan ban hanh/ Version: 2, Ngay phé duyét/ Approved date: &4..01./ (5.
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Muc N6i dung stra doi
Section Content
Thay ndi dung: "“May lau vién nén” -> “May lau vién nén

Tén tai liéu / Document name

dang ngang”
Change content of: “Tablet deduster” -> “Horizontal tablet deduster”

1. Muc dich / Purpose

2. Pham vi c6ng viéc / Scope of
waork

3. Céu tao Hé théng / Thiét bj /
Configuration of system / equipment

Thay ngi dung: "May lau vién nén” -> “May lau vién nén
dang ngang”
Change content of: “Tablet deduster” -> “Horizontal tablet deduster”

2.5. Thei han giao hang theo
hop ddng (khéng phai GMP) /
Delivery time according to the
contract (not GMP

Thay ndi dung: “5 thang ké tlr khi xac nhan d&t hang” ->
“3-4 thang ké tir khi xac nhan dat hang”

Change content of: "5 months upon receipt of order” -> “3-4 months
upon receipt of order”

5.1. Yéu cdu dic biét / Special
reqguirements

Thay ndi dung: “5.1.1. May lau vién" -> “5.1.1. May lau
vién dang ngang"”

Change content of: “5.1.1. Tablet deduster” -> "5.1.1. Horizontal Tablet
deduster”

2.1.1. May lau vién dang ngang
{ Horizontal tablet deduster

Thay n6i dung: "P6i v&i may lau vién dang nam ngang,
chiéu cao may phai didu chinh dugc” -> “chiéu cao may
phai diéu chinh duwgc”

Change content of. “In case of horizontal tablet deduster, the machine
height must be adjustable” -> "the machine height must be adjustable”

5.1.3. Budng dan vién két ndi
tir may dap vién dén may lau
vién va tr may lau vién dén
may do kim loai / Tablet guidling
connector from tableting machine to

tablet deduster and from the deduster
to the tablet metal detector

Ba ndi dung: “Thiét k& phu hop dé vién sau khi ra khoi may
dap vién cé du dd nghiéng dé chay vao ngd vao clla may
lau vién. VA, d& dang fay mau vién & cac ngd ra clia may
dép vién” va "Ngb ra cla may lau vién phai c6 dwdng dan
két ndi véi may doé kim loai sao cho dé& dang 14y mau vién &
ngd ra cua may lau vién”

Remove the contents of. "Appropriate design so that the tablets, after
moving out of the tableting machine, have enough alignment level for
moving into the tablet deduster. And, it is easy for sampling the tablets
at the outiet of the tableting machine” and "The outlet of the deduster

must have the connector to connect with the metal detector so that it is
easy for sampling the tablets at the outlet of the deduster”
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NGANG

USER REQUIREMENTS
SPECIFICATION
System/Equipment:
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HORIZONTAL TABLET DEDUSTER

Form
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No.

S6: ME/2025/02/URS/M313-14

Version

LAn ban hanh: 01

® Tén hé thdng/thiét bi/system/equipment name: May lau vién nén dang ngang / Horizontal Tablet deduster

® Ma sd hé thdng/thiét bi/System/equipment code: M313-14
® Model (Néu co/If any): N/A

® |y do ban hanh/Reason for issued:

11 Lap m&i

New installation

& Khi cé thay ddi
When changing

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

Ho va tén Ky tén Ngay
Full name Signature Date
Ngudi thire Tran Nam Hung
hién (Nhan vién T4 thiét bj san xuéat / ﬂl\_/ DU',/OL)L 12045
Implemented by Staff of Production Equipment Group) ccanii
Nguyén Van Phi |
(T6 trwdng T thiét bi san xuat / A 24(0¢4( 0
Team leader of Production Equipment Group) S
Lé Hiru Hanh
> X . J/(%/Lé/
(Quan doc xuwong 1/ o ,
Ry (iep 12045
Manager of Factory 1)
Tran Minh Luan 3
Nguwdi xem xét X . e e a D '
Trwdng Phong nghién clru va phat trién / - -
Reviewed by ( J % i P / [LUA// 24 / 0 [202g
RD Manager) &
Tran My Thién T
(Phé Phang Co dién / /./f,'//f*‘”c/., 9 hlok | 2028
Deputy Head of ME) I //
Katsunori Osawa
Trwédng Phong Co dién / 2 :
(Trung Phong Co d KK 1R, |24/08/2025
ME dept. Manager)
Ngu&i phé Tran Binh Thuan
duyét (Trwdng Phong Quan ly chét lwong / WALl | sa/09 /2075
.=

Approved by

QM dept. Manager)
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PURPOSE _
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Cong ty CP Dugc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO' DIEN/ ME DEPT.

S&/No.: ME/2025/02/URS/M313-14

. MUC PicH

Péu tw bd sung may lau vién dang ngang,

may hut byi va dwdng dan vién cho may

dap vién hién h{ru clla Xwdng 1.

Nang cao nang suat chat lwong nham dap

¢ng nhu cdu chat lwgng clia EU-GMP.

PHAM VI CONG VIEC
Tén hé théng/thiét bi: May lau vién dang
ngang, may hat bui va dwdng dan vién.
Sé lweng: 01 day chuyén
Vitri 14p dat: Cong ty b phan Dwoc Hau
Giang — Chi nhanh Nha may dwoc phdm
DHG tai Hau Giang (Xwéng 1).

+ Dia chii L6 B2-B3 KCN Tan Phi Thanh
{giai doan 1), x& Tan Pha Thanh, huyén
Chéu Thanh A, tinh Hau Giang.

+ Phong l&p d&t: Phong 041.

+ Cac ban vé lién quan:

+ Ban vé xuwéng 1 :

2.
2.1

2.2
2.3

Mau: P13/F09-BI

Form

LAn ban hanh ctia mau: 20
Form’s version

PURPOSE

invest New horizontal tablet deduster, vacuum cleaner
and connector for the existing tableting machine of
factory 1.

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

Name of the system/equipment. horizontal tablet
deduster, vacuum cleaner and connector.

2.2
2.3

Quantity: 1 line

Instaliation location: DHG Joint Stock Company ~
DHG Pharmaceutical factory branch in Hau Giang
{Factory 1).

Address: Lot B2-B3 Tan Phu Thanh industriai Park
(phase 1), Tan Phu Thanh Commune, Chau Thanh
A District, Mau Giang Province.

installation room: Room 041,
Related drawings:

+ Factory 1 layout:

R t H b Il 1 i H i 1 i i H
% A T N
- |
LA o gl
8 e -
oy i
® o ECANE
oI B d ot ]
®. SRR * Hé N ety N A g
@7 {r ;QC l!\i el. T 35& 1* xliuji”lggﬂs —— "w- = * Y e i
i : - el
LR : » T
A e Y
I = | g o =
Quy e I, B A s
E 1_ ‘{_ﬁmc- ﬂ; o0 Lﬂ_r&m j_‘m _i__)m 43 ; 0 .s E3 1 _ Tt __;ﬁm‘ . e i____'m o __i__ecxb _*_m . i LM :; ) _;;.xm _$ g;@ i
.@*@@@@@@@@@@’@@@@@@@@

Viirf hign tai cla phong san xudt
Existing production room location

]

Hinh 1. Ban vé mat bang Xwéng 1
Figure 1. Layout drawing of Factory 1
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+ Kich thwéc phong lap dat thiét bj : | + Installation room dimensions:
EIrENrar
May dap vién ¥ 21 00 1 000 1400

Tablel pressing

/'( machine P i
[ ™\

=i ) Mau do/Red: Pham vi cong viéc nha thau/
Manufacturer's scope of work
May lau vién — ~ May do kim loai Mau xanh/Blue: Pham vi ¢6ng viéc ctia DHG/
Tablet deduster ’—‘j =%~ Metal detector DHG's scope of work
1000mm
hunc: "‘-
vién
Baskel >900mm
Y

Hinh 2. Hinh minh hoa Kich thwéc mét bang phong lap dat thiét bi
Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién méi trwdng : + Room conditions:
+ Nhiétdo: 22+ 5°C + Temp:22+5°C
+ Am d6: 50 + 15% +  Humidity: 50 + 15%
+ Cépsach: D + Cleanliness: grade D
2.4 Pham vi trach nhiém, nghia vy: Theo | 24  Scope of responsibilities and obligations: Follow the
bang dudi table below
Trach nhiém,
. nghia vu
Phan loai Noi dung cong viéc Responsibilities and Ghi cha
Classification Content . obligations Remark
boi tac
Partner DHG
Thiét k&/ Design %] 8
Ché tao/ Fabrication ] =
FAT
5 m ;
Van chuyénl Transportation v B Incoterm 2020
DDP
Thiét bi/ Lap d&t/ Installation | =
Equipment | Piéu chinh/ Adjustment M =
Tham dinh/ Qualfication I ]
SAT %} V1
Huén luyén nhan vién/ Training for staff %} =
Ki&m tra trong qua trinh sdn xuét/ Check a vl
in the actual production

5/16



Céng ty CP Dugc Hau Giang Méau: P13/F09-BI

DHG Pharmaceutical Joint stock Company Form
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Trach nhiém,
nghia vu
Phan loai Néi dung cong viéc Responsibilities and Ghi chu
Classification Content _Oobligations Remark
boi tac
Parther DHG
Cai tao hé théng, thiét bi phy tro dap
trng van hanh/ = 1
Phuy tro/ Renovating upstream utility
Utility works 2. .,
Két noi v&i hé thong phu trg/ Connecting 7 o
utilities
Thay d6i kién tric/ Architecture works = ]
Khac/ Others | vat ligu van hanh thi/ Preparing the
Material for FAT, Qualification, SAT (including = M

preparing cost)

G nguyén ligu (bao gdm chi phi giri)/
Sending the material (including delivery cost)

Chi phi nhén sy thyee hién FAT (vé may
bay, khach san,...) cho 2 nguwi / cost for
FAT executing (airplane ticket, hotel fee,...) of 2
people

Di d&i/ pha d&/ thanh ly/... may hién
hiru/ Relocating/ demolition/ liquidation/... of an
existing machine

25 Thoi han giao hang theo hop déng 2.5  Delivery time according to the contract (not GMP):
(khdng phai GMP): 3-4 thang k& tir khi 3-4 months upon receipt of order.
xac nhan dat hang.

26 Piduy kién bao gia va thanh toan (Theo | 26  Conditions for quotation and payment (According

yéu cau clia DHG) (Khong phai GMP): to DHG's request) (not GMP):

+ Déi véi Nha cung cap nuéc ngoai co {t| + Forforeign suppliers with at least 1 representative
nhét 1 dai dién tai Viét Nam in Vietnam

+ Ban sao giéy chirtng nhén dang ky kinh{ + Copy of business registration certificate, related
doanh, gidy phép lién quan. licenses.

+ Bdo cao tai chinh kiém toan/nGp cho cor| + Audited financial statements/submission to tax
quan thué cac ndm 2022. 2023, 2024. authorities for the years 2022, 2023, 2024,

+ CoOliét ké cac dy an da thuc hién twong tw. |+ List of similar projects that have been implemented.
Cé hop ddng, bién ban nghiém thu, ban Cor-atrat‘:ts, acceptance reports, handover/contract
giao dua vao s dung/bién ban thanh ly liquidation reports are available,
hop déng.

2.6.1 Bang bao gia: 2.6.1 Quotation:

+ Phai 1a ban géc c6 tén cong ty, chir ky, | + Must be original with company name, signature and

déng dau. seal.
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Céng ty CP Dugc Hau Giang
DHG: Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-14

-+

Thé hién chi tiét cac d4c tinh, thong sé k¥
thuat thiét bj, cac wu diém ndi bat thiét bj
(néu co).

Thé hién nwéc san xult, ndm san xuét
(sau nam 2024)

Béo gia c6 thdi han tir 2 thang tré 1én ké
fr ngay bao gia ¢é hiéu luc

Thai gian bdo hanh thiét b, t6i thiéu 12
théng ké tlr ngay nghiém thu.

Bao gia bac gdm tat ca chi phi thudc pham
vi nha thau thwe hién theo URS.

2.6.2 Thanh toan

+

+

Tam trng t8i da 20% gia tri hop déng trong
vong 7 ngay lam viéc khi ky hop déng va
DHG nhan dt hd so thanh toan.

Thanh toan 50% gia tri hop ddng trong
vong 30 ngay lam viéc ké tir khi ky hoan
thanh nghiém thu SAT va DHG nhan di hé
so thanh toan.

Thanh toan 30% gia tri hop ddng con lai
trong vong 30 ngay lam viéc sau khi hoan
tat nghiém thu hop ddng va DHG nhén
dwoc bao lanh bao hanh.

Péng tién thanh toan: Viét Nam Béng.

2.6.3 Bao lanh thanh toan

+

Bao lanh tam (rng: fwong dwong gia tri tam
(rng, ¢d hiéu lwe tir ngay phat hanh dén khi
gia tri tam (rng dwoc hoan tra hoan toan.
Béo lanh thyc hién hop déng: Téi thiéu
10% gia tri hgp dong, co6 hiéu Iwc tir ngay
phat hanh dén khi két thic cac nghia vu
hop déng.

Bao lanh bao hanh: Téi thiéu 5% gia trj hop
@dng, c6 hiéu lwc tlr ngay nghiém thu dua
vao sl dung dén két thic thdi gian béo
hanh.

Mau: P13/F09-BI

Form

Lan ban hanh ctia mau; 20
Form's version

+ Show detailed information, specifications, and
outstanding advantages of the devices {If any).

+ Show country of manufacture, year of manufacture
(after 2024)

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

+ Equipment warranty period, minimum 12 months
from date of acceptance.

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

2.6.2 Payment:

+ Maximum advance of 20% value of the contract
amount within 7 working days right after signing the
contract and DHG receives enough payment
documents.

+ Pay 50% value of the contract amount within 30
working days right after completing SAT
acceptance and DHG receives all payment
documents.

+ Pay 30% remaining within 30 working days right
after completing contract acceptance and DHG
receives warranty guarantee.

+ Payment currency : Viet Nam Dongs.
2.6.3 Payment guarantee

+ Advance payment guaraniee: 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 vaiue, 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 untii the end of the warranty period.
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DHG Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.
Sb/No.: ME/2025/02/URS/M313-14

3. CAU TAO HE THONG/ THIET BI

Mau: P13/F09-BI

Form

Lan ban hanh ctia mau: 20

Form's version

| 3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiét bj S6 lweng |  Ghichu
No. Equipment Quantity Note
1 May lau vién dang ngang 1
Horizontal Tablet deduster
2 May hat bui codng nghiép 1
Industrial dust collector
Buong dan vién két ndi tlr may dap vién Gén may lau vién
3 | vatl may lau vién dén may do kim loai 1
Tablet guidling connector from tableting machine to tablet deduster
and from the deduster to the tablet metal detector
—_—— =
Iay dédp vién
Tablet pressing
machine
Erectric 14—
cabinet -
P 2700

May ht
bui
Dusl

collector

=1,

1100

Mau do/Red: Pham vi céng viéc nha thau/ Manufacturer's scope of work
Mau xanh/Blue: Pham vi cang viéc cia DHG/ DHG's scope of work

* Ghi cha: don vi do d§ daila mm
Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So db bé tri hé théng may
Figure 3. illustration figure of Layout drawing of machines arrangement

4. THONG SO SAN PHAM VA CAC TIEU CHi | 4. SPECIFICATION AND CRITERIA OF PRODUCT/

PROCESS
- Céc thdng so clia cac san pham lién quan: - Related parameters of the products:
Kich thwéc vién A yaeia Do cirng
< Tablet Dimension Bé day vién Tr?ng... vién
STT Hinh dang Tablet lwong vién Tablet
No vién (mm) Thickness | Tablet Weight hardiiesi
" | Tablet shape | Dai = A 2
ai Réng | Bwéng kinh
Length | Width | Diameter (mm) (mg) (kp)
1 Caplet 71'33;2‘ 39938‘ 2.90-849 | 93-1191 | 5.71—24.06
Oval (57 iy 2.32-6.89 | 85-762 | 3.87-19.06
Round tablet 6.01—14.05 | 2.66-6.49 | 86-945 | 2.96—16.82
4 | Hexagonal | 12:98 - 14.90 - 6.03-6.37 | 808—841 |1570—23.65
13.03 | 14.95
5 | Triangular | %9 3.75-4.65 | 167-207 | 4.69—14.98
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Cong ty CP Dugc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO PIEN/ ME DEPT.

Sé/No.: ME/2025/02/URS/M313-14

5. YEU CAU VE HE THONG / THIET B|

5.1. Yéu cau dic biét

5.1.1. May lau vién dang ngang

- C4c chirc nang c6 thé c6 nhuw s dung khi
nén, lwc hiit chan khéng, chuyén déng rung,
chuyén déng quay ho#c chire nang khac dé
lau sach byi bam trén bé mat vién sau khi ra
khéi may dap vién.

- N&ng suét lau vién téi thidu: 129.600 vién/gidy
- Cac théng sb néu c6 nhuw tée dd, mirc dd
rung va lwu lwong khi nén cé thé diéu chinh
phi hop voi tde dd may dap vién dé dam bao
sau khi fau vién sach bui, khéng anh hwéng
dén cam quan vién (dat v& cdm quan).

- Kich thwéc : Ngd vao cla may phai phl hop
v6i chidu cao mang ra cla may dap vién
(thdng tin tham khdo : chiéu cac méang ra clia
may dap vién 1a 1100mm) @& dam bao sau khi
két ndi thi vidn co thé di chuyén tir may dap
vién dén may lau vién.

- P4u ra cla may lau vién cé thé didu chinh
duoc, phai phit hop véi chidu cao clia may do
kim loai (thdng tin tham khado: chiéu cao cla
may do kim loai [a 750mm).

- Ng6 ra clia may lau vién phai dwoc thiét ké
duwerng dan dé tranh viéc vién sau khi ra khdi
may lau vién bj roi, bé.

- May lau vién phai dwoc thiét ké véi cong hut
bui dé& k&t néi véi may hat bui.

- Chiéu cao may phai didu chinh dwoc.

5.1.2. May hat bui

- Ngudn dién st dung phli hep véi hé théng
phu tro hién cé.

- Loc bui bao gdm Loc chinh ¢é chét liéu 1a tai
vai polyester va Loc Hepa (c6 loc dw phong).
- Ap suét hat va lwu lwgng khi hat cé thé didu
chinh d& pht hop véi didu kién lam viéc cla
may lau vién.

- Céng suat va sirc chlra phi hep véi diéu kién
lam viéc lién tuc 24/24 gio.

5.1.3. Dwong din vién két ndi tir may dap
vién dén may lau vién va tlr may lau vién
dén may do kim loai

- Dbi voi cac may dap vign c6 2 ngd ra ndm &
2 bén, dwong dan vién phai duoc thiét ké gop
lai thanh 1 dwdng dAn vién sao cho vién khéng
bj roi, béd nhwng van dam bao di d6 nghiéng
d& vién chay vao ngd vao clia may lau vién.

Mau: P13/F09-BI

Form

L&n ban hanh cia mau: 20
Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. Horizontal Tablet deduster

- Functions that can have such as using compressed
air, vacuum force, vibration motion, rotation motion or
other functions to clean dust on tablets after leaving
from tablet compressing machine.

- Minimum capacity of dedusting: 129,600 tablets / hour.

- All paramaters, if any such as speed, vibration level
and compressed air volume can be adjusted to match
Tablet compression machine for ensuring that tablets,
after cleaning, do not affect the tablet appearances
{passed tablet visual appearance testf}.

- Dimension; Machine input must be appropriate to the
Tablet comprassion machine's finished tablet discharge
chute (reference information: the height of tablet
compression machine's chute is 1100mm}, with the aim
of ensuring that, after connection, the tablets can be
moved from tablet compressing machine to the
deduster.

- The outlet of tablet deduster can be adjusted, and it
should match the height of the metal detector {reference
information: the height of metal detector is 750mmj.

- The outtet of the tablet deduster must be designed with
guiding chute for avoiding that the tablets, after moving
out of the dedsuter, are fall and broken.

- The deduster must be designed with the availability of
vacuum connection gate for connecting the dust
collector.

- The machine height must be adjustable.

5.1.2, Dust collector
- Electrical power is suitable with the available utility
system.

- Dust filters include main filter material of polyester and
Hepa filter (with back-up filters).

- Suction pressure and air volume can be adjusted so
that it is suitable with the working condition of the
deduster.

- Capacity and containing level are suitable with the
continuous working condition of 24/24 hours.

5.1.3. Tablet guidling connector from tableting
machine to tablet deduster and from the deduster to
the tablet metal detector

- In case the tableting machine has 2 tablet outlets
placed at 2 sides, the tablet guiding lines are designad
so that they can gather into 1 guiding line for not causing
the tablets to fall, however, the guiding lines still ensure
enough alignment level for the tablet to fall into the
tablet deduster inlet.
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Céng ty CP Dugc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-14

- Bam bao khéng gian lam viéc sau rd hirng
vién v&i kich thwée 1a 2 900mm (nhw Hinh 2).
6. YEU CAU CHUNG
6.1. Phu hop voi luat, cac qui dinh va tiéu
chuan

- Tiéu chudn GMP: Thiét bj phai dap tng tiéu
chuén WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP.
- Tiéu chuén dién: thiét bj phai dat tiéu chuan
IEC hoac ISO.
- D6 6n: khéng vwrot qua 85 dB trong pham vi
1 mét.
6.2. Hé thdéng phu trorsdn cé :
- Ngudn dién: ,

+ 400VAC (+5%, -10%) /3 pha/50Hz

+ 230VAC (+5%, -10%) /1pha/50Hz
- Khi nén: dap tng t6t & diéu kién ap suét tir
0.60 MPa - 0.65 MPa (6 bar - 6.5 bar).
6.3. Yéu cau vé co khi

- Cac chi tiét tiép xGc v&i tryc tiép san
phdm: 1am tir inox 304 hodc 316L; nhua va
keo dwgc phép dung trong dwoc pham (hodc
twong dwong), khéng dwoce xay ra phan rng
hoa hoc gdy &nh hwdng chéat lwgng san pham.
6.4. Yéu cau vé dién

- Bao vé qua dong: may phai dugc trang bi
thiét bj bdo vé qua dong.

- Bao vé ro ri dién: Thiét bj can c6 day tiép
dét.

- Sau khi mét dién: may khong duoc ty
ddng chay ma phai dwoc khai dong lai bdi
nguwdi van hanh.,

- Khi ¢6 sy cb mét dién: cac di lidu van
hanh dwoc lwu lai va co thé sk dung khi co
dién trd lai.

Méau: P13/F09-BI

‘ Form
Lan ban hanh cla mau: 20
Form’s version

- Ensure the working space after the basket with the
dimension of = 800mm (as Figure 2).

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 [EC or
[SO.

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

6.2. Specifications of the available utilities:
- Power source;
+ 400VAC (+5%, -10%)/3 phase/50Hz
+ 230VAC (+5%, -10%)/1 phase/50Hz

- Compressed air. most stable at pressure drop from

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

6.4. Electrical requirements
- Overcurrent protection: Machine needs to have an

overcurrent protection device.

- Leakage protection: Machine needs to have Earth
wire,

- 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.
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PHONG CO PIEN/ ME DEPT.

Sé/No.: ME/2025/02/URS/M313-14

- TG dién yéu cAu cy thé tinh ndng chéng

nuwére bui.

- NGt dirng khan cap duoc dat & vi tri thuan

tién dé& dirng may ngay lap tle.

6.5. Yéu cau vé nat nhdn van hanh :

required.

Mau: P13/F09-BI

Form

L&n ban hanh cta mau: 20
Form’s version

- Electrical cabinet: Water, dust proof property is

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

6.5. Operating button specifications:

Mau sac Ghi chd
Color Remark

Nut khéi ddéng/ Start button Xanh/ Green

Nt dieng/ Stop button Do/ Red

NGt dirng khan cap 2 Kiéu: xoay d& mé khoa
Do/ Red

Emergency button Type: Turn-reset

NUt reset/ Reset Vang/ Yellow

6.6. Y&u cau vd hé thdng khi nén

- Thiét bj phéi c6 bd chinh ap khi nén va loc
phlu hep.

- Khi nén st dung tiép xdc trirc tiép véi san
ph&m phai thda méan céc tiéu chudn yéu clu
clia DHG.

6.7. Y&u clu vé vé sinh, bao tri, stra chiva
- X0 ly b& mat cac chi tiét tiép xdc trpc tiép v
san pham: phai nhan béng dé dé vé sinh.

- V& bao che: Thiét bi sé& dwoc |8p dit trong
phong sach (cAp sach D) nén vé bao che phai
duoc lam béng inox 304 (hoic vat liéu twong
duwong).

- Khung may c6 két cAu cirng virng, it rung
dong khi van hanh.

- Hé truyén déng dwoc thiét ké hoat dong bn
dinh va lién tuc.

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

- D& vé sinh; May duwoec thiét ké dé vé sinh &
tat ca cac bé maét, thiét ké sao cho dé dang
kiém tra cac bé& mat sau khi v& sinh.

- Cung cap dién tich tiép xtc trwe tiép véi san
phdm dé DHG thdm dinh vé sinh

- D& thay dbi bd phan may: May phai dwgc
thiét k& d& dé thay ddi cac bd phan may.

6.8. Yéu cau vé phu kién

- Nha thdu cin cung cép cac vat tu tidu hao
trong vong 1 nam.

6.6. Pneumatic

requirements
- The machina must have an appropriate regulator (to
control the pressure) and filter.

{Compressed  air) system

- The compressed air for the process that contact
directly to the product, must comply with all the following
specifications of DHG.

6.7. Requirements of cleaning, maintenance and
repair

- Surface finishing of the components in direct contact

with the product; It must be smoaoth for easy cleaning.

- Exterior coverage: the machine will be instalied 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 fo clean: Machine must be designed for easy
cleaning of all surfaces as well as visual checking of
cleanness.

- Provide area of direct contact with the product for DHG
to carry out cleaning qualification

- Ease to change the parts: Machine must be designed
for easy changing the parts.

6.8. Spare parts

- The vendor needs to provide the consumable spare
parts for 1 year.
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- Nha thédu cén cung cép danh sach phu kién
clng va&i bao gia.
6.9. Huén luyén van hanh

Nha thdu phai t6 chirc hudn luyén cho
nguwdi st¢ dung ve trinh tw van hanh va vé sinh
may cling nhw phwong phap thao 1&p may va
bao tri.
6.10. Yéu cau vé nhin nhan dang
- Cac thiét bj phai dwoc d&t ma sb va duoc
dan nhan nhan dang.
7. THAM BINH THIET B} VA NGHIEM THU
7.1. Mirc dé cén thiét

Tién hanh chon céc diéu kién dwdi day:

Mau: P13/F09-BI

Form

L&n ban hanh cGa mau; 20
Form's version

- 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 jabels

- Devices must be coded and labeled with identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below:

Diéu kién Cén thiét Khéng can thiét
Process Necessary Unnecessary
FAT =t M|
SAT v =}
Thém dinh/ Qualification ] B
CS8V (Computerized System Validation) = %)

7.2. Pham vi trach nhiém, nghia vu:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vy
Céng viéc Responsibility, obligation Ghi chu
Tasks DPOI taCI DHG Note
artner
Thwe hién tw kiém tra triede khi Thue hian/
- xuat xudng/ Check machine before we tll:?‘ﬂ -
T kiém tra | release the machine execule
Self-checki . . .2 . .
si-checking Ba? cao ty kiem tra trwéc khi| Thye hign/ Phé duyét/
xuat xwéng/ Report execute approve
P& cuwong/ Protocol
FAT Thire hién/ Execute
Bang ghi chép két qua/ Report
2 2 A Soan thao/ Phé duyét/
Kidm tra | Bang de cwong/ Protocol orepare approve
xac nhan | Ty hign (Lam thyc t8) Execute | ThWC hién/ | Nhan chimg/
nghiém thu execute witness
SAT B&o cao/ Report Soan thao/ Phé duyét/
prepare approve
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Trach nhiém, nghia vu

Céng viéc Responsibility, obligation Ghi chu
Tasks 'BP(; :ttr‘aecrl DHG Note
Bang dé cuwong / ] Soan thdo/ |
Protocol prepare Ap duyng cho
DQ Thire hién/ Execute - Thue hien/ | may .Iau vien
execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
Bang dé cuong/ ) Soan thao/
Protocol prepare Ap dung cho
Tham dinh 1Q Thic hién (Lam thire i Thuee hién/ | may lau vién
Qualification té)/ Execute execute Applying for the
Béao cao/ Report - Phé duyét/ deduster
approve
Bang gé cuong/ ) Soan thao/
Protocol prepare Ap dung cho
0Q Thuwe hién (Lam thue Thye hign/ | may lau vién
té)/ Execute ) execute Applying for the
Béo céo/ Report - Phé duygt/ | deduster
approve
Biéu mau/Form
Hieu Thiec hin (Lam thye
chuan té)f Execute
Calibration
Bao caof Report
Tham dinh o TP i
Qualification Bang dé cuong / i Soan thao/
Protocol prepare Ap dung cho
PQ Thire hién (Lam thire ) Thirc hién/ | may lau vién
té)/ Execute execute Applying for the
Bao cao/ Report - Phé duygt/ | deduster
approve

7.3. Didu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

V& ho so: Nha sadn xuét ban giao day du
hd so theo dé& xuat cha cong ty.

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

V& van hanh: Thiét bj phai dap tng didu
kién hoat ddng lién tuc khéng dirng may
trong 24 gid. Va, san phadm khéng bj sai
léch vé mat hinh thire va dwoc lau sach
bui sau khi di qua thiét bi.

7.3. Acceptance conditions

7.3.1.

7.3.2.

7.3.3.

Document: Supplier submits all document which

DHG proposed.

Device: Handover all accessories, tools, spare

parts.

Operation:

The system must

satisfy the

continuous operation in 24 hours. And, the

products do not have any deviation relating to

tablet appearance, and they are clean after

going through tha system.
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8. HO SO PE XUAT

Hay cung cép cac hd so dwoc néu bén duéi:

M&u: P13/F09-BI

Form
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8. DOCUMENTS

Provide documents below:

Céng viée Hb6 so 86 lwong Ghi chd
Process Document Quantity Note
Hb so théng sb ky thuat/ Documents and 01 Bo/
N drawings 01 Set
HO so 01 Ba/
bao gia Bao gia/ Quotations ©
. 01 Set
Quotation 04 Bo/
2 0
Hop dong/ Contract 04 Set
A r Z a n ~
r};l,.o ig'i(tal((:‘/ Bang thong sb ché tao/ Specification 01 B&/ ?e Z(tac nh?n (ppe
nhah ‘re €/ | documents and drawings 01 Set uyg ) o
Design confirmed purpose
A
Ho so Pé cuwong va ké hoach/ Protocol
thiet ké/ —
DQ Bao cao/ Report
Bao gbm céac
’ n - X
Ty kiém tra/ | Bao cao nha san xuét tw kiém tra trudc 01 B/ tchu’nq nhbahn k;]eﬂm
Self-checking | khi xuat xwéng/ Report 01 Set 1a cac Do phan
chinh / Including
main parts certificates
Hd so FAT/ | P& cuwong/ Protocol
FAT documents | Bang ghi chép/ Report
Ho so Dé cwong kiém tra/ Protocol %11 Egtl
kiém tra va - 01 Ba/
xac nhan Bang ghi chép kiém traf Report 01 Set
SAT documents | Bi€n ban nghiém thu/ acceptance minutes 02 Set
D ) Q
é cuong
Hb so thdm | Protocol O.Q X
dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham 0Q
dinh/ Report = -
Hiéu chuan/ Calibration
. X .. o . 01 BY/
Hwong dan van hanh/ Operation instruction 01 Set
Ban v& tdng thé trang thiét bi, hinh cac b6
. phan, ban vé& bd tri/ Drawing: general, parts,
Khac equi t positi
pment position
Others 01 BB/
Danh sach phu tung/ Spare parts list 01 Seot
Ban vé lién quan dén dién, cac dung cu 01 Bo/
do dac/ Electrical diagram, measuring tools 01 Set
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9. KHAC (Lwu y dic biét) (khéng phai
GMP)
91. Theoi gian bao hanh (dam bao trach
nhiém sai sot):

- Bé&n cung cép thiét bi phai ddm bao thiét
bi dap (rng di cac théng sb ky thuat-chét
lweng ma Dwoc Hau Giang da dat hang.
- Thiét bi phai dap (rng sén xuét dwoc cac
san phAm ma Dwec Hau Giang da néu
trén. Trwdng hop ma thiét bj khéng dap
(ng s@n xuat cho 1 sdn phdm nao d6 ma
nguyén nhan thudc vé thiét bj thi nha cung
cap phai khac phuc va chiu chi phi vé van
de do.
- Th&i gian bdo hanh téi thiéu 12 thang
tinh tir ngay nghiém thu thiét bj.

Cung cap phu tung dy phéng:
- Nha cung cép phai cung cap day da va
kip th&i cac phu tiing dy phdng ma Dugc
Hau Giang yéu cau.

Bao mét théng tin:
- TAt ca théng tin dwoc trinh bay va bi méat
kinh doanh cula ca hai bén chi dwoc str
dung cho trwéng hop nay va khéng duoc
tiét 16 hodc dwa cho bén thir ba
- Trwdng hop song phwong cé thanh qua
tir y twédng, phat minh trong qua trinh thiét
ké va st dung hé théng/ thiét bj trong hop
ddng mang lai. Néu cé dw dinh nép don
xin quyén s& hitu céng nghiép, can théng
bao trwéc cho dbi tac, cling thdo luan va
dwa ra quyét dinh.
TiNH TRANG BAN HANH, SUA POI

9.2,

9.3.

10.

MAu: P13/F09-BI

Form
L&n ban hanh ctia mau: 20
Form'’s version

9. OTHERS (Majority attention) (not GMP)

9.1. Warranty fault

responsibility):

period (guarantee

- 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

10. REVISION HISTORY

Muc
Section

N6i dung stra doi
Content

Lan ban hanh/ Version: 1, Ngay phé duyét/ Approved date: 28/02/2025

New issuance

Ban hanh ma&i

Lan ban hanh/ Version: 2, Ngay phé duyét/ Approved date: :7?,9/017/62015'
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Tén tai liéu / Document name

Muc N6i dung stra doi
Section Content
Thay ndi dung: “May lau vién nén” -> “May lau vién nén

dang ngang”
Change content of: “Tablet deduster” -> "Horizontal tablet deduster”

1. Muc dich / Purpose

2. Pham vi cong viéc / Scope of
work

3. C4u tao Hé théng / Thiét bj/
Configuration of system / equipment

Thay néi dung: "May lau vién nén" -> “May lau vién nén
dang ngang”
Change content of: "Tablet deduster” -> "Horizontal tablet deduster”

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

Thay ndi dung: “5 thang ké tir khi xac nhan dat hang” ->
“3-4 thang k& tiv khi xac nhan dét hang”

Change content of: “5 months upon receipt of order” -> "3-4 months
upon receipt of order”

5.1. Yéu cau dic biét / Special
requirements

Thay ngi dung: “5.1.1. May lau vién” -> “5.1.1. May lau
vién dang ngang”

Change content of: “5.1.1. Tablet deduster” -> 5.1.1. Horizontal Tablet
deduster”

9.1.1. May lau vién dang ngang
/ Horizontal tablet deduster

Thay néi dung: “Ddi v&i may lau vién dang nam ngang,
chidu cao may phai didu chinh dwgc” -> “chidqu cao may
phai diéu chinh duoc”

Change content of. "In case of horizontal tablet deduster, the machine
height must be adjustable” -> “the machine height must be adjustable”

5.1.3. Dwdng dan vién két nbi
tlr may dép vién dén may lau
vién va tir may lau vién dén
may dé kim loai / Tablet guidling
connector from tableting machine to

tablet deduster and from the deduster
to the tablet metal detector

B& ndi dung: “Thiét k& phu hop dé vién sau khi ra khdi may
dap vién cé du do nghiéng dé chay vao ngd vao cla may
lau vién. Va, dé dang lay mAu vién & cac ngd ra clia may
dap vién” va “Ng6 ra clia may lau vién phai c6 dwéng dan
két nbi v&i may do kim loai sao cho dé& dang l&y mAu vién &
ngd ra ctia may lau vién”

Remove the contents of: “Appropriate design so that the tablets, after
moving out of the tableting machine, have enough alignment level for
moving into the tablet deduster. And, it is easy for sampling the tablets
at the outlet of the tableting machine” and "The outlet of the deduster

must have the connector to connect with the metal detector so that it is
easy for sampling the tablets at the outlet of the deduster”
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DHG PHARMA

Vi mét cufc séng khde dep hon

YEU CAU NGUOl SU DUNG
Hé théng/Thiét bi:
MAY LAU VIEN NEN DANG
NGANG
USER REQUIREMENTS
SPECIFICATION

System/Equipment:
HORIZONTAL TABLET DEDUSTER

Form

e Mau: P13/F09-BI

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

No.

S6: ME/2025/02/URS/M313-15

Version

LAn ban hanh: 01

® Tén hé thdng/thiét bi/System/equipment name: May lau vién nén dang ngang / Horizontal Tablet deduster

® Ma sb hé théng/thiét bi/Systemlequipment code: M313-15
® Model (Néu cé/if any): N/A

® |y do ban hanh/Reason for issued:

VI L&p méi
New installation

£ Khi c6 thay d6i
When changing

® Phong ban sl dung/Department name: Xuéng 1/ Factory 1

—

Ho va tén Ky tén Ngay
Full name Signature Date
Nguwoi thue Tran Nam Hung
hién (Nhan vién T6 thiét bj san xuéat / 41{\/ L ok Jors
Implemented by Staff of Production Equipment Group) —
Nguyén Van Phi
(TS trwdng To thiét bj san xudt / & 94/04] 202 SF
Team leader of Production Equipment Group) -
L& H*u Hanh
(Quan dbc xwéng 1/ J/(gg/tf/ ’0\‘7‘ / [’W_f /9 0J)(
Manager of Factory 1) = R
Tran Minh Luan ey
Ngw@i xem xet (Trwdng Phong nghién cteu va phét trién / /YZZ&W 24 0‘4/20,_) IS
Reviewed by o
RD Manager)
Tran My Thién /
(Phé Phong Co dién / ///% 9L (o4 | Zo2s
Deputy Head of ME)
Katsunori Osawa
(Trwdng Phong Co dién / t;\)f, %1/,5 24/%/&25\
ME dept. Manager) \
Nguwdi phé Tran Binh Thuén
duyét (Trwéng Phong Quan ly chét lwong / ‘-IML qu/oq/ﬁo}%ﬁ

Approved by

QM dept. Manager)
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MUC LUC/ INDEX

1o MUC BICH ... e 4
PURPOSE
2. PHAMVICONG VIEC .....ooooiiieee oo oo 4
SCOPE OF WORK
2.1, TON ARG NONGANEE D ... oo 4
Name of the systen/ equipment
2220 SOIUING .oooviio oot e e 4
Quantity
2.3 VIHTIBD GBE ..ot e 4
Installation location
2.4, Pham vitréch nhi@m, nghia vis: THEO BANG AUGH .........c.co.eooeeeeeeeeeeeeeeeeeeoeeeee 5
Scope of responsibilities and obfigations: Follow the table below
2.5.  Thoi han giao hang theo hop dBng (KRONG PRET GMP)......ovooeeeeeeeeeeeoeeeoee e 6
Delivery time according fo the contract (not GMP)
2.6.  Didu kién bdo gia va thanh toan (Theo yéu cdu ctia DHG) (Khéng phai GMPJ oo, 6
Conditions for quotation and payment (According to DHG's request) (not GMP)
3. CAUTAO HE THONG! THIET Bl...ovvooooooeoeeeeeeoeeeoeeoeeeoeeoeoeeoeeeeeeeee 8
CONFIGURATION OF SYSTEMS/ EQUIPMENTS
4. THONG SO SAN PHAM VA CAC TIEU CHi .......oovooooveooeeoooooooeeeo 8
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
5. YEU CAUVE HE THONG / THIET Bl...oooooooooeooeoeeeoeoeeeoeoeoeeoeoeeeo 9
REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
8. YEU CAU CHUNG ......oooooiiiiiii e 10
GENERAL REQUIREMENTS
6.1, Phi hop voi ludt, CaC qUI Ginh Va IEU CRUBDN ..o oo 10
Comply with Law, Regulfation and Standard
6.2 HEhONG PAU B SEN GO...oooooo. oo 10
Specifications of the available utilities
6.3, YBU CAU VB CO KM ..ot 10
Mechanical requirements
A TP T o T S 10
Electrical requirements
R T T T 11
Operating button specifications
6.6, YBU CAU VB NG LRGN KIF MBI ....oo.eoooeooeeoeeeeoeeoeeeeoeoeeeeeoeeeeeeeeee 11
Pneumatic (Compressed ait) system requirement
6.7, YBU CAU VB V8 SiNN, BEO T, SUB CIFA ... 11
Requirements of cleaning, maintenance and repair
6.8, YOU CAU VG DAL KIBI.....oov.oo oo et 11
Spare parts
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B.9.  HUBN JUYEN VAN RANN ..o oot 12
Operator training
6.10.  YEU CAU VE NNEN NRBI QBIG ...cooooo oottt es a1ttt 12
Requirements for identification labels
7. THAM DINH THIET BI VA NGHIEM THU ...t 12
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9. KHAC {Lwu y dic bidt) (Khdng phai GMP)...........c.cooiiiieeeeereeee e 15
OTHERS (Majority attention) (not GMP)
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1. MUC PicH
Dau tw bd sung may lau vién dang ngang,
may hut bui va dwong dan vién cho may
dap vién hién hiru clia Xuwdng 1.

Nang cao ndng suat chat lwgng nhdm dap
trng nhu cdu chat lwong clia EU-GMP.

2. PHAM VI CONG VIEC

2.1 Tén hé thdng/thiét bi: May lau vién dang

ngang, may hit byi va dwdng dan vién.

S6 lwgng: 01 day chuyén

Vitri 1ap d4t: Céng ty ¢d phan Dwoc Hau

Giang — Chi nhanh Nha may dwoc pham

DHG tai Hau Giang (Xwéng 1).

+ Dia chi: L6 B2-B3 KCN Tan Pht Thanh
(giai doan 1), x& Tan Phd Thanh, huyén
Chéu Thanh A, tinh Hau Giang.

+ Phéng l3p dat: Phong 042.

+ Cac ban vé lién guan:

+ Ban vé xwéng 1:

2.2
2.3

1 i 1

Mau: P13/F09-BI

Form

L&n ban hanh ctia mau: 20
Form’s version

1. PURPOSE

Invest New horizontal tablet deduster, vacuum cleaner
and connector for the existing tableting machine of
factory 1.

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

2. SCOPE OF WORK

2.1 Name of the systermn/equipment: horizontal tablet
deduster, vacuum cleaner and connector.

2.2 Quantity: 1 line

2.3 Installation location: DHG Joint Stock Company —

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

+ Address; Lot B2-B3 Tan Phu Thanh Industriai Park
{phase 1), Tan Phu Thanh Commune, Chau Thanh
A District, Hau Giang Province.

+ Installation room: Room 042.
+ Related drawings:
+  Factory 1 layout:
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Vit hién tai clia phong.sdn xuat
Existing production room location

Hinh 1. Ban vé& mé&t bng Xudng 1
Figure 1. Layout drawing of Factory 1
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Form
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Form's version

+ Kich thwéc phong I&p dat thiét bi : ‘ + Installation room dimensions:
’ Phong
Room
Méy d4p vién L 2100 1000 1400
f" Tablet pressing |« >
/ machine .
=t = ) Mau do/Red: Pham vi cong viéc nha thau/
~ = ‘ Manufacturer's scope of work
May lau vien —— —r May do kim loai Mau xanh/Blue: Pham vi cong viéc cia DHG/
Tablet deduster 1=3 Metal detector DHG's scope of work
a
1000mm
R6
h'.'mgl”/( )
vién
Baskel 2900mm
L [y

Hinh 2. Hinh minh hoa Kich thuwéc mat bing phong I4p dét thiét bi
Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién méi trwong : + Room conditions:
+ Nhiétdé: 22+ 5°C + Temp:22+5°C
+ Am dé: 50 £ 15% +  Humidity: 50 + 15%
+ Cépsach: D + Cleanliness: grade D
2.4 Pham vi trach nhiém, nghia vu: Theo | 24  Scope of responsibilities and obligations: Follow the
bang duai table below
Trach nhiém,
] nghia vu )
Phan loai Noéi dung céng viéc Responsibilities and Ghi chu
Classification Content _obligations Remark
boi tac
Partner DHG
Thiét k&/ Design | =
Ché tao/ Fabrication % =
FAT
Van chuyén/ Transportation M = E\B(;term 2020
Thiét bi/ L&p d&t/ Installation | =)
Equipment | Bidy chinh/ Adjustment ] =
Tham dinh/ Qualification 0} 1
SAT ] |
Huén luyén nhan vién/ Training for staff | =
Kiém tra trong qua trinh sdn xuét/ Check
: 9 & ]
in the actual production

5/16



Céng ty CP Dwoc Hau Giang Mau: P13/F09-BI
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PHONG CO PIEN/ ME DEPT. Lan ban hanh ctia miu: 20
Sb/No.: ME/2025/02/URS/M313-15 Form's version
Trach nhiém,
nghia vu
Phan loai Néi dung céng viéc Responsibilities and Ghi cha
Classification Content _obligations Remark
Poi tac
Partner DHG
Cai tao hé théng, thiét bi phu tro dap
trng van hanh/ = b
Phu tro/f Renovating upstream utility
Utility works e £e et a2
Ket ndi v&i hé thong phuy tre/ Connecting [ l
utifities
Thay d6i kién tric/ Architecture works B ]
Khac/ Others | vat ligu van hanh thiy/ Preparing the
Material for FAT, Qualification, SAT (including = ]

preparing cost)

Guri nguyén liéu (bao gébm chi phi geei)/
Sending the material (including delivery cost)

Chi phi nhén sw thwe hién FAT (vé& may

bay, khach san,...) cho 2 nguwdi / cost for

FAT executing (airplane ticket, hotel fee,...) of 2
eople

Di d&if pha do/ thanh ly/... may hién

hiru/ Relocating/ demolition/ liquidation/... of an

existing machine

25 Thoi han giao hang theo hop déng 2.5 Delivery time according to the contract (not GMP):
(khéng phai GMP): 3-4 thang k& tir khi 3-4 months upon receipt of order,
xac nhan dat hang.

26 Pidu kién bao gia va thanh toan (Theo | 26 Conditions for quotation and payment {(According

yéu cau clia DHG) (Khdng phai GMP): to DHG’s request) (not GMP):
+ Pbi v&i Nha cung cép nuwéc ngoai co it + For foreign suppliers with at least 1 representative
nhét 1 dai dién tai Viét Nam in Vietnam
+ Ban sao giéy chitng nhén dang ky kinh | + Copy of business registration certificate, related
doanh, gidy phép lién quan. licenses.
+ Bao cao tai chinh kiém toan/ndp cho co| + Audited financial statements/submission to tax
quan thué cac nam 2022. 2023, 2024, authorities for the years 2022, 2023, 2024,
+ Co liét ké cac dy an da thue hiéntwong tw. |+ List of similar projects that have been implemented.
Cé hop déng bién ban nghiém thu, ban Contracts, acceptance reports, handover/contract
. o o o liquidation reports are available.
giao dwa vao st dung/bién ban thanh ly
hop ddng.
2.6.1 Bang bao gia: 2.6.1 Quotation:
+ Phai ia ban géc co tén cong ty, chir ky, | + Must be original with company name, signature and
déng déu. seal.
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+

Thé hién chi tiét cac d&c tinh, théng sb k¥
thuat thiét bi, cac wu diém ndi bat thiét bi
(néu co).

Thé hidn nwéce sdn xuét, ndm san xuét
(sau nam 2024)

Bao gia c6 thoi han tr 2 thang trd 18n ké
tlr ngay bao gia c6 hiéu yc

Thei gian bdo hanh thiét bi, tbi thiéu 12
thang ké tir ngay nghiém thu.

B4o gia bao gdm tat ca chi phi thudc pham
vi nha thau thiee hién theo URS.

2.6.2 Thanh foan

+

+

Tam (ng téi da 20% gia tri hop adng trong
vong 7 ngay lam viéc khi ky hop ddng va
DHG nhén dd hd so thanh toan.

Thanh toan 50% gia tri hop déng trong
vong 30 ngay lam viéc ké tir khi ky hoan
thanh nghiém thu SAT va DHG nhan d0 hd
so thanh toan.

Thanh toan 30% gia tri hop ddng con lai
trong vong 30 ngay lam viéc sau khi hoan
tAt nghiém thu hop ddng va DHG nhan
dwoc bao 1anh bao hanh.

Péng tién thanh toan: Viét Nam Béng.

2.6.3 Bao lanh thanh toan

+

Bao lanh tam ng: twong dwong gia tri tam
tng, c6 hiéu lwc tlr ngay phat hanh dén khi
gia trj tam (rng dwoc hoan tra hoan toan.
Bdo lanh thuc hién hop ddng: Téi thiéu
10% gia tri hop ddng, cd hiéu Iwe tir ngay
phat hanh dén khi két thic cac nghfa vu
hop déng.

Bao lanh bao hanh: Téi thiéu 5% gi tri hop
ddng, ¢é hiéu lwc tir ngay nghiém thu dwa
vao sir dung dén két thic thdi gian bao
hanh.

Mau: P13/F09-BI

Form

Lan ban hanh clia mau: 20
Form's version

+ Show detalied information, specifications, and
outstanding advantages of the devices (If any).

+ Show country of manufacture, year of manufacture
(after 2024)

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

+  Eguipment warranty period, minimum 12 months
from date of acceptance.

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

2.6.2 Payment:

+ Maximum advance of 20% value of the contract
amount within 7 working days right after signing the
contract and DHG receives enough payment
documents.

+ Pay 50% value of the contract amount within 30
working days right after completing SAT
acceptance and DHG receives all payment
documents.

+ Pay 30% remaining within 30 working days right
after completing contract acceptance and DHG
receives warranty guarantee.

+ Payment currency : Viet Nam Dongs.
2.6.3 Payment guarantee

+ 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.
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3. CAU TAO HE THONG!/ THIET B|

Mau: P13/F09-BI

Form

Lan ban hanh ctia mau: 20

Form'’s version

3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiét bi S6 lwong Ghi chu
No. Equipment Quantity Note
1 May lau vién dang ngang 1
Horizontal Tablet deduster
2 May hut bui céng nghiép y
Industrial dust collector
Buong dan vién két ndi tte may dap vién dén may lau
3 vién va tlr may lau vién dén may do kim loai 1
Tablet guidling connector from tableting machine to tablet
deduster and from the deduster to the tablet metal detector
May dap vién
Tablet pressing
machine
E:;::: ::j: \ \\J =y
‘,-" /f H*I 2700

May hat
bui
Dust

collector

1100

Mau do/Red: Pham vi cong viéc nha thau/ Manufacturer's scope of work
Mau xanh/Blue: Pham vi cong viéc ctia DHG/ DHG's scope of work

* Ghi cha: don vi do d¢ dai la mm
Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So' d6 bé tri hé thbng may
Figure 3. illustration figure of Layout drawing of machines arrangement

4. THONG SO SAN PHAM VA CAC TIEU CHi | 4. SPECIFICATION AND CRITERIA OF PRODUCT/

- Céc thong s6 clia cac sén pham lién quan;

PROCESS
- Related parameters of the products:

Kich thwéc vién % wa e Po civn
. Tablet Dimension Bé day vién Trgng_ weng -vién J
STT Hinh dang Tablet vién Tablet
No vién (mm) Thickness | Tablet Weight haf"mgss
" | Tablet shape P = = =
Dai | Réng |Pwéng kinh
Length | Width | Diameter (mm) (mg) (kp)
1 Caplet | /95> 39938‘ 290-849 | 93-1191 | 5.71-24.06
2 oval | 759- e 232-689 | 85-762 | 3.87—19.06
3 | Round tablet 6.01-14.05 | 2.66-649 | 86-945 | 2.96—16.82
4 | Hexagonal 1123933‘ 1;‘4985‘ 6.03-6.37 | 808—841 |15.70—23.65
5 | Triangular 7%427‘ 375-465 | 167-207 | 4.69—14.98
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5. YEU CAU VE HE THONG / THIET BI

5.4. Yéu cau dic biét

5.1.1. May lau vién dang ngang

- Céac chirc ndng c6 thé cé nhw st dung khi
nén, lyc hut chan khdng, chuyén déng rung,
chuy&n déng quay hodc chirc ning khac dé
lau sach bui bam trén bé& mat vién sau khi ra
khdi may dap vién.

- Nang suat lau vién téi thidu: 129.600 vién/gi®
- Cac théng sb néu c6 nhu tbc @8, mirc dd
rung va leu lueng khi nén co thé digu chinh
phil hop véi téc dd may dap vién dé dam bao
sau khi lau vién sach bui, khéng anh huwéng
dén cam quan vién (dat vé cam quan).

- Kich thwée : Ngé vao cia may phai phl hop
v&i chidu cao mang ra cla may dap vién
(thdng tin tham khao : chidu cao mang ra cla
may dap vién 1a 1100mm) dé dam bao sau khi
két ndi thi vién co thé di chuyén tlr may dap
vién dén may lau vién.

- DAu ra clia may lau vién cé thé didu chinh
dwoe, phai phi hop véi chidgu cao clia may do
kim loai (théng tin tham khéo: chiéu cao cla
may do kim loai l1a 750mm).

- Ngé ra cla may lau vién phai duwoc thiét ké
dwdng dan dé tranh viéc vién sau khi ra khoi
may lau vién bj roi, bé.

- May lau vién phai dwc thiét ké véi cdng hat
bui d& két ndi véi may hut bui.

- Chidu cao méay phai diéu chinh dwoc.

5.1.2. May hat bui

- Ngudn dién sl dung phii hgp v6i hé théng
phu trer hién ¢o.

- Loc byi bao gdm Loc chinh cé chét ligu Ia tui
vai polyester va Loc Hepa (c6 lgc dir phong).

- Ap suét hat va lwu lwong khi hit ¢ thé didu
chinh d& phi hop véi diéu kién lam viéc clia
may lau vién.

- C6ng suét va strc chiva phl hop véi didu kién
lam viéc lién tuc 24/24 gid.

5.1.3. Pwdng din vién két ndi tiv may dap
vién dén may lau vién va tir may lau vién
dén may do kim loai

- D6i v&i cac may dap vién c6 2 ngd ra ndm &
2 bén, dwirng dan vién phai dwoc thiét ké gop
lai thanh 1 dwdrng dan vién sao cho vién khdng
bi roi, b& nhwng van dam baoc dd dd nghiéng
dé vién chay vao ngd vao cla may lau vién,

MAu: P13/F09-BI

Form

L&n ban hanh cia mau: 20
Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. Horizontal Tablet deduster

- Functions that can have such as using compressed
air, vacuum force, vibration motion, rotation motion or
other functions to clean dust on tablets after leaving
from tablet compressing machine.

- Minimum capacity of dedusting: 129,600 tablets / hour.

- All paramaters, if any such as speed, vibration level
and compressed air volume can be adjusted to match
Tablet compression machine for ensuring that tablets,
after cleaning, do not affect the tablet appearances
(passed tablet visual appearance test).

- Dimension: Machine input must be appropriate to the
Tablet compression machine's finished tablet discharge
chute (reference information; the height of tablet
compression maching’s chute is 1100mm), with the aim
of ensuring that, after connection, the tablets can be
moved from tabiet compressing machine to the
deduster.

- The outlet of tablet deduster can be adjusted, and it
should match the height of the metal detector (reference
information: the height of metal detector is 750mm}.

- The outlet of the tablet deduster must be designed with
guiding chute for avoiding that the tablets, after moving
out of the dedsuter, are fall and broken.

- The deduster must be designed with the availability of
vacuum connection gate for connecting the dust
collector,

- The machine height must be adjustable.

5.1.2. Dust collector
- Electrical power is suitable with the available utility
system.

- Dust filters include main filter material of polyester and
Hepa filter (with back-up filters).

- Suction pressure and air volume can be adjusted so
that it is suitable with the working condition of the
deduster.

- Capacity and containing level are suitable with the
continuous working condition of 24/24 hours.

5.1.3. Tablet guidling connector from tableting
machine to tablet deduster and from the deduster to
the tablet metal detector

- In case the tabieting machine has 2 tablet outlets
placed at 2 sides, the tablet guiding lines are designed
s0 that they can gather into 1 guiding line for not causing
the tablets to fall, however, the guiding lines still ensure
enough alignment level for the tablet to fall into the
tablet deduster inlet.
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- Dam bao khéng gian 1am viéc sau rd hing
vién voi kich thwée 1a 2 900mm (nhw Hinh 2).
6. YEU CAU CHUNG
6.1. Phu hop véi luat, cac qui dinh va tidu
chuén

- Tiéu chuén GMP: Thiét bj phai dap tng tiéu
chuan WHO-GMP, EU-GMP, GMP Nhét Ban,
PICs-GMP.
- Tidu chuén dién: thiét bi phai dat tiéu chudn
IEC hodc 1SO.
- D6 6n: khong vuot qua 85 dB trong pham vi
1 met.
6.2. Hé théng phu tro sén cé ;
- Ngudn dién:

+ 400VAC (+5%, -10%) /3 pha/50Hz

+ 230VAC (+5%, -10%) /1pha/50Hz
- Khi nén: dap tng t6t & didu kién ap sudt tir
0.60 MPa - 0.65 MPa (6 bar - 6.5 bar).
6.3. Yéu cau vé co khi

- Céc chi tiét tiép xtc v&i tryc tiép san
pham: lam t&r inox 304 hodc 316L; nhua va
keo dwgc phép ding trong dwoc phdm (hodc
tvong duong), khdng dwoc xay ra phan (g
hoa hoc gay anh hwéng chat lwong san pham.
6.4. Y&u cau vé dién

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

- Bao vé o 1i dién: Thiét bj cAn co day tiép
dat.

- Sau khi méat dién: may khéng dwoc tw
dong chay ma phai dwgc khéi déng lai bi
ngwei van hanh.

- Khi c6 sw cb mat dién: cac div liéu van
hanh dwoc lwu lai va ¢ thé s& dung khi co
dién tré lai,

Mé&u: P13/F09-BI

Form
L&n ban hanh ciia mau: 20
Form's version

- Ensure the working space after the basket with the
dimension of =2 900mm (as Figure 2).

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
1SO.

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

6.2. Specifications of the available utilities:
- Power source;
+ 400VAC (+5%, -10%)/3 phase/50Hz
+ 230VAC (+5%, -10%)/1 phase/50Hz
- Compressed air. most stable at pressure drop from
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 materials), must not have
chemical reactions that could affect the product quality.

6.4. Electrical requirements
- Overcurrent protection; Machine needs to have an

overcurrent protection device.

- Leakage protection: Machine needs to have Earth
wire.

- 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.
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- TG dién yéu cau cy thé tinh nang chéng
nwée buyi.

- Nut dirng khan cap duwoc dat & vj tri thuan
tién dé dirng may ngay lap tlre.
6.5. Y&u cau vé nat nhan van hanh :

MAau: P13/F09-BI
Form

Lan ban hanh clia mau: 20
Form's version

- 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 sdc Ghi ¢ch
Color Remark

Nt kh&i déng/ Start button Xanh/ Green

Nut dirng/ Stop button P/ Red

NGt dirng khan cap . Kiéu: xoay dé mé khoa
Do/ Red ,

Emergency button Type: Turn-reset

NUt reset/ Reset Vang/ Yellow

6.6. Yéu cau vé hé théng khi nén

- Thiét bi phai c6 bd chinh ap khi nén va loc
phu hep. )

- Khi nén st dung tiép xuc tryc tiép voi san
phdm phai thda méan cac tiéu chuln yéu cau
cta DHG.

6.7. Y&u cau vé vé sinh, bao tri, sira chiva
- X& ly b& mat cac chi tiét tiép xuc trire tiép véi
san pham: phai nhan béng dé dé vé sinh.

- V3 bao che: Thiét bj s& dwoc 18p dat trong
phong sach (cap sach D) nén vé bao che phai
dwoc 1am bang inox 304 (hodc vat liéu twong
duwong).

- Khung may c6 két cdu clrng virng, it rung
déng khi van hanh.

- Hé truydn dong dwoc thiét ké hoat déng én
dinh va lién tuc.

- Cac bd phan chuyén déng phai dwoc bao
che day d0 dé& dam bdo an toan va tranh tap
nhiém.

- D& vé sinh: May duoc thiét ké dé vé sinh &
tAt ca cac bé mat, thiét ké sao cho dé dang
kiém tra cac b& mat sau khi vé sinh.

- Cung cép dién tich tiép xic trye tiép véi san
phadm dé DHG thdm dinh vé sinh

- D& thay déi bd phan may: May phai dwgc
thiét k& dé& dé thay déi cac bd phan may.

6.8. Yéu cau vé phu kién

- Nha thau cin cung cp cac vat tv tiéu hao
trong vong 1 nam.

6.6. Pneumatic

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

{Compressed air) system

- The compressed air for the process that contact
directly to the product, must comply with all the following
specifications of DHG.

6.7. Requirements of cleaning, maintenance and
repair

- 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 desighed for easy
cleaning of all surfaces as well as visual checking of
cleanness.

- Provide area of direct contact with the product for DHG
to carry out cleaning qualification

- Ease to change the parts: Machine must be designed
for easy changing the parts.

6.8. Spare parts

- The vendor needs to provide the consumable spare
parts for 1 year.
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- Nha thau ¢an cung cép danh sach phuy kién
cung v&i bao gia.
6.9. Huén luyén van hanh

Nha thdu phai t& chirc hudn luyén cho
ngudi st dung v& trinh tw van hanh va vé sinh
may cling nhw phwong phap théo lap may va
bao tri.
6.10. Y&u cau vé& nhin nhan dang
- Cac thiét bi phai dwoc d&t ma sé va duoc
dan nhan nhan dang.
7. THAM BINH THIET B| VA NGHIEM THU
7.1. Mirc do can thiét

Tién hanh chon cac diéu kién dwéi day:

M&u: P13/F09-BI
Form

LLAn ban hanh clia mau: 20
Form's version

- 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 H |
SAT %l =
Tham dinh/ Qualification % =
CSV (Computerized System Validation) = 1

7.2. Pham vi trach nhiém, nghia vu:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vy
Codng viéc Responsibility, obligation Ghi chu
Tasks Poi tac/ DHG Note
Parther
Thwe hién tu kiém tra trwée khi Thue hisn/
" xuét xuwdng/ Check machine before eugcu’lgn -
Ty kiem tra | release the machine X
Self-checki . . . . ,
eH-ohecking B&o c4o ty kidm tra trwoc khi| Thychien/ | Phé duyet/
xuat xwdng/ Report execute approve
Dé cwong/ Protocol
FAT Thuwc hién/ Execute
Bang ghi chép két qua/ Report
_ 2 A Soan thao/ Phé duyét/
Kidm tra | Bang de cwong/ Protocol orepare approve
Xac nhan | This hign (Lam thyc 18)/ Execute | 1HYChién/ | Nhan ching/
nghiém thu ' ) ’ execute witness
SAT B4o cao/ Report Soan thao/ Phé duyét/
prepare approve
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Méau: P13/F09-BI

Form

Lan ban hanh clia mau; 20
Form's version

Trach nhiém, nghia vy
Céng viée Responsibility, obligation Ghi chu
Tasks Déi tac/ Note
Partner DHG
Bang dé cwong / ] Soan thdo/ |
Protocol prepare Ap dung cho
DQ Thirc hién/ Execute - Thie hign/ | may ,!au vien
execute Applying for the
Bao cio/ Report - Phé duyét/ | deduster
approve
Bang dé cwong/ ) Soan thao/
Protocol prepare Ap dung cho
Tham dinh IQ 'Ehwc hién (Lam thye ] Thye hién/ | may lau vién
Qualification te)/ Execute execute Applying for the
. . A A dedust
Bao cao/ Report - Phé duyét/ sauster
approve
Bang dé cwong/ ] Soan thao/
Protocol prepare Ap dung cho
0Q 1;hu’c hién (Lam thyec i Thire hign/ | may lau vién
te)/ Execute execute Applying for the
. . A 5 dedust
Bao cao/ Report - Phé duyét/ eauster
approve
_ Bidu mau/Form
Hicu Thire hién (Lam thire
chuan t8)/ Execute
Calibration
) Bao cao/l Report
Tham dinh o s e :
Qualification Bang dé cuong / N Soan thao/
Protocol prepare Ap dung cho
PQ Thyc hién (Lam thwe i Thiec hién/ | may lau vién
té)/ Execute execute Applying for the
Béao cao/ Report - Phé duyét/ | deduster
approve

7.3. Diéu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

Vé hod so: Nha san xuat ban giao day dd
hd so theo dé& xuéat cla cong ty.

V& thiét bi: Ban giao day dd thiét bi kém
theo, @5 nghé va phu tung thay thé duw
phong.

V& van hanh: Thiét bi phai dap tng didu
kién hoat ddng lién tuc khéng dirng may
trong 24 gid. Va, san pham khéng bj sai
léch v& mat hinh thire va dwec lau sach
bui sau khi di qua thiét bj.

7.3. Acceptance conditions

7.3.1.

7.3.2.

7.3.3.

Document: Supplier submits all document which
DHG proposed.

Device: Handover all accessories, tools, spare
parts.

Operation: The system must satisfy the
continuous operation in 24 hours. And, the
products do not have any deviation relating to
tablet appearance, and they are clean after
going through the system.
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Cong ty CP Duwgc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO' DIEN/ ME DEPT.
S6/No.: ME/2025/02/URS/M313-15

8. HO SO BE XUAT

Hay cung cAp cac hd so dwoe néu bén dwdi:

Mau: P13/F09-BI

Form

Lan ban hanh cia mau: 20
Form’s version

8. DOCUMENTS

Provide documents below:

Cong viéc Ho so $é lwong Ghi cha
Process Document Quantity Note
Ho so thong sb ky thuat/ Documents and 01 BY/
N drawings 01 Set
H6 so 01 Ba/
bao gia Béo gid/ Quotations Q
4 01 Set
Quotation 04 B3/
A 0
Hop dong/ contract 04 Set
A s X r a o
n;{"%stg'g’:alf"/ Bang thong s6 ché tao/ Specification 01 Bo/ ?e i(tac nh?n (pltle
a .' € documents and drawings 01 Set uy_e ) or
Design confirmed purpose
A
Ho so Dé cwong va ké hoach/ Protocol
thiet ké/ S
DQ Bao cao/ Report
Bao gdbm cac
Tw kiém tra/ | Bao cao nha san xuét ty kiém tra triwéc 01 B&/ fhu’ng nhbann k;qeﬂm
Self-checking | khi xuét xwéng/ Report 01 Set ra cac Do phdn
chinh / Including
main parts certificates
H& so FAT/ | P& cwong/ Protocol
FAT documents | Bang ghi chép/ Report
Hb so Dé cuwong kiém tra/ Protocol 0011 ggt’
kiém tra va 01 Ba/
xac nhan Bang ghi chép kiém tra/ Report o1 sgt
ngh!ém thu/ . . . 02 B&/
SAT documents | Bién ban nghiém thu/ acceptance minutes 02 Set
. ; 1Q
é cuwong
H so thdm | Protocol 09 .
dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham 0Q
dinh/ Report - T
Hiéu chuan/ Calibration
. XA e . 01 B&/
Hwéng dan van hanh/ Operation instruction 01 Set
Ban vé tdng thé trang thiét bj, hinh cac b
Khé phéan, ban vé bd tri/ Drawing: general, parts,
ac aquipment position
Others 01 B8/
Danh sach phuy tling/ Spare parts list 01 Set
Ban vé lien quan dén dién, cac dung cu 01 B&/
do dac/ Electrical diagram, measuring tools 01 Set
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Céng ty CP Dwoc Hau Giang
DHG‘ Pharmaceutical Joint stock Company
PHONG CO BPIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-15

9. KHAC (Lwu y dic biét) (khéng phai
GMP)
9.1. Thei gian bao hanh (dam bao trach
nhiém sai sét):

- B&n cung cép thiét bj phai dam bao thiét
bi dap (rng dl cac thong sé ky thuat-chat
lweng ma Dwec Hau Giang da dat hang.
- Thiét bi phai dap (rng san xuét dwoc cac
san pham ma Dwoc Hau Giang da néu
trén. Trwdng hop ma thiét bj khong dap
(Png sdn xuat cho 1 s&n phdm nao dé ma
nguyén nhan thuéc vé thiét bj thi nha cung
cap phéi khac phuc va chiju chi phi v& van
dé do.
- Thoi gian bao hanh téi thiéu 12 thang
tinh tlr ngay nghiém thu thiét bj.

Cung cap phu ting dw phong:
- Nha cung cép phai cung cap day du va
Kip th&i cac phu tiing dy phdng ma Dwoc
Hau Giang yéu ciu.

Bao mat théng tin:
- TAt ca théng tin dwoc trinh bay va bi mat
kinh doanh cla ca hai bén chi dwoc st
dung cho tredng hop nay va khéng dwoc
tiét 16 hodc dwa cho bén ther ba
- Trwéng hep song phwong co6 thanh qua
tlr y twdng, phat minh trong qua trinh thiét
ké va str dung hé théng/ thiét bi trong hop
ddng mang lai. Néu cé dw dinh nép don
xin quyén s& htku cdng nghiép, can théng
béo trwéc cho déi tac, cling thdo luan va
dwa ra quyét dinh.
TINH TRANG BAN HANH, SUA DOI

9.2,

9.3.

10.

10.

M&u: P13/F09-BI

Form

Lan ban hanh ctia mau: 20
Form's version

OTHERS (Majority attention) (not GMP)

9.1. Warranty
responsibility):

period (guarantee fault

- 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

REVISION HISTORY

Muc
Section

Noi dung stra doi
Content

Lan ban hanh/ version: 1, Ngay phé duyét/ Approved date: 28/02/2025

New issuance

Ban hanh mé&i

Lan ban hanh/ Version: 2, Ngay phé duyét/ Approved date: ellff.QLl}QOng
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Céng ty CP Dugc Héu Giang

DHG Pharmaceutical Joint stock Company

PHONG CO PIEN/ ME DEPT.

S&/No.: ME/2025/02/URS/M313-15

MA&u: P13/F09-BI

Form

L3n ban hanh cla mau: 20
Form’s version

Tén tai liéu / Document name

Muc No6i dung stra dbi
Section Content
Thay néi dung: "May lau vién nén” -> "May lau vién nén

dang ngang”
Change content of: "Tablet deduster” -> “Horizontal tablet deduster”

1. Muc dich / Purpose

2. Pham vi c6ng viéc / Scope of
work

3. Cau tao Heé théng / Thiét bi/
Configuration of system / equipment

Thay ndi dung: “May lau vién nén” -> “May lau vién nén
dang ngang”
Change content of: “Tablet deduster” -> “Horizontal tablet deduster”

2.5. Théi han giao hang theo
hop ddng (khéng phai GMP) /
Delivery time according to the
contract {not GMP

Thay néi dung: “5 thang ké tir khi xac nhan dat hang” ->
“3-4 thang ké tr khi xac nhan dat hang”

Change content of: "5 months upon receipt of order” -> “3-4 months
upon receipt of order”

5.1. Y&u cau dic biét / special
requirements

Thay ndi dung: "5.1.1. May lau vién” -> "5.1.1. May lau
vién dang ngang”

Change content of: “5.1.1. Tablet deduster” -> “b.1.1. Horizontal Tablet
deduster”

5.1.1. May lau vién dang ngang
{ Horizontal tablet deduster

Thay ndi dung: “P&i v&i may lau vién dang ndm ngang,
chidu cao may phai diéu chinh dwgc” -> “chiéu cao may
phai diéu chinh dwec”

Change content of. "In case of horizontal tablet deduster, the machine
height must be adjustable” -> "the machine height must be adjustable”

5.1.3. Puweng dan vién két ndi
tr may dap vién dén may lau
vién va tlr may lau vién dén
may do kim loai / Tablet guidling
connector from tableting machine to

tablet deduster and from the deduster
to the tablet metal detector

Bé néi dung: “Thiét k& phu hop dé vién sau khi ra khoi may
dap vién c6 di d6 nghiéng dé chdy vao ngd vao cla may
lau vién. Va, dé& dang l&y mau vién & cac ngé ra cla may
dap vién” va “Ng6 ra clia may lau vién phai co dwdng dan
két ndi v&i may do kim loai sao cho dé dang lay mau vién &
ngd ra ctia may lau vién”

Remove the contents of, "Appropriate design so that the tablets, after
moving out of the tableting machine, have enough alignment level for
moving into the tablet deduster. And, it is easy for sampling the tablets
at the outlet of the tableting machine” and "The outlet of the deduster

must have the connector to connect with the metal detactor so that it is
easy for sampling the tablets at the outiet of the deduster”
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DHG PHARMA

VI mdt cufe sdng khde dep hon

Hé théng/Thiét bi:

NGANG
USER REQUIREMENTS
SPECIFICATION
System/Equipment:

YEU CAU NGUOl SI’ DUNG

MAY LAU VIEN NEN DANG

HORIZONTAL TABLET DEDUSTER

Form

e Mau: P13/F09-BI

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

No.

S6: ME/2025/02/URS/M313-16

LAn ban hanh
Version

101

® Tén hé thdng/thiét bi/system/equipment name: May lau vién nén dang ngang / Horizontal Tablet deduster

® Ma sb hé thdng/thiét bi/Systemlequipment code: M313-16
® Model (Néu colif any): N/A

® |y do ban hanh/Reason for issued:

M Lap m&i

New installation

53 Khi c6 thay déi

When changing

® Phong ban str dung/Department name: Xw&ng 1/ Factory 1

| —

Ho va tén Ky tén Ngay
Full name Signature Date
Nguoi thie Tran Nam Huwng
hién (Nhan vién T thiét bj san xuat / I |2k oy a5
Implemented by Staff of Production Equipment Group) TR
Nguyén Van Phi
(T trwdng T thiét bj san xuét / //,O‘v 284/04/ Wi~
Team leader of Production Equipment Group) —
Lé Hiru Hanh .
(Quéan dbc xwéng 1/ J{/{Z/"Lé/' Y / Yy /,?,Uhg
Manager of Factory 1) —
s i Tran Minh Luan 4
woi xem xé x i E o R don e
gREViEWEd - (Trwdng Phong nghién ctru va phat trién / / /CCag, 24 0622029
RD Manager) [l
Tran My Thién 7
(Phé Phong Co dién / //////’%/ 94 ok | 2028
Deputy Head of ME) - /
Katsunori Osawa
(Trwdng Phong Co dién / & RE: /04/ Y
ME dept. Manager) tlﬁ%ﬁ & ZD d
Nguwoi phé Tran Binh Thuan
duyét (Trwdng Phong Quén Iy chét Iwgng / rszw 014/04/,10,25

Approved by

QM dept. Manager)

116



Céng ty CP Duwec Hau Giang MAau: P13/F09-BI

DHG Pharmaceutical Joint stock Company Form
PHONG CO DIEN/ ME DEPT. L&n ban hanh clia mau: 20
Sb/No.: ME/2025/02/{URS/M313-16 Form's version
) MUC LUC/ INDEX
MU G DI H L e e e, 4
PURPOSE
PHAM VECONG VIEC ....o.oioioioieee et 4
SCOPE OF WORK
210, TON A INONGARIBE D ... ...\ eevoeoeeeeess ettt er e 4
Name of the systermn/ equipment
220 SOIFONG (oo ettt ettt 4
Quantity
2.3 VIHTIBD Q8 oot e et er e e ee et 4
Installation focation
2.4.  Pham viltrach nhiém, nghla viu: Theo BENG dUWOT.........c.ccoooeeieeeeieeecieeeeeeeeeeeeeeeeeere e 5
Scope of responsibilities and obligations: Follow the table below
2.5.  Thoi han giao hang theo hop ddng (khéngf PRETGMPL....cooioviieieeec ettt 6
Delivery time according fo the contract (not GMP)
2.6.  Diéu kién bdo gia va thanh todn (Theo yéu céu ctoa DHG) (KRONG PHET GMEP) oo...oveeveveeeeeee e, 6
Conditions for quotation and payment (According to DHG's request) (not GMP)
CAU TAO HE THONG! THIET B ....ooovuivioeieeceeeeece et 8
CONFIGURATION OF SYSTEMS/ EQUIPMENTS
THONG SO SANPHAMVA CAC TIEU CHI ..o, 8
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
YEU CAUVE HE THONG / THIET Bl.....oooooooooooioooeeeeeeee e, 9
REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
YEU CAU CHUNG ......oooviiiiiecce et 10
GENERAL REQUIREMENTS
6.1.  Phu hop voi Judt, CAC qui Gt V& BEU COUBI ..........oco.oooeoeeeeeeeeeeeeeeeeeee vt 10
Comply with Law, Regulation and Standard
6.2 HEMONG PR O SEN CO....ovvooevoveceitoo ittt 10
Specifications of the available ufflities
6.3, YU CAU VB CO KR ...t oottt 10
Mechanical requirements
B.4. YU CAU VE IO ....o.ocooooooeeeoeoeeeeeeeeeeee e ettt 10
Flectrical requirements
6.5.  YBU CAU VB NUE VAN BN o..o.ooooooeoe oottt seeeae et 11
Operaling button specifications
6.6, YU CAU VE NG HHONG KAT NIBIT ..o e et et ee e e e et esae s r e 11
Pneurnatic (Compressed air) system requirement
6.7.  Yéu céu vé vé sinh, bdo tri, stra ChE ...ocoeve. ettt et 11
Requirements of cleaning, maintenance and repair
6.8 YOU CAU VB PR KIBI........o.oooooeoeo oottt eee e et 11
Spare parts
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Céng ty CP Dwec Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.
S6/No.: ME/2025/02/URS/M313-16

REVISION HISTORY

Mé&u: P13/F09-BI

Form

LAn ban hanh clia mau: 20
Form's version

8.9, HUAN IUYBN VAT BANA ..ottt e ettt 12
Operator training
B.10. YBUCEU VB NHAN NHAN QANG ..ottt bttt b s 12
Requirements for identification labels
7. THAMBINH THIET BIVA NGHIEM THU ..ot 12
QUALIFICATION AND ACCEPTANCE TEST
7oA. MG 0 GBI HRBL. ..ot bbb 12
Necessary conditions
7.2, Pham vitrach nRHBIT, NGITA VU ...ccoi oot ettt et et et e e e s ettt e s et e e s eee e st e aanante e e s annee s 12
Responsibility, obligation
7.3, DIBUKIBN NGAIBITI LA ..ottt b e e e 13
Acceptance conditions
B. HO SO BDE XUAT ..ottt 14
DOCUMENTS
9. KHAC (Lwu ¥ d3c bigt) (Khong phai GMP)........ooo oo 15
OTHERS (Majority attention) (not GMP)
9.1.  Thoi gian bao hanh (dam bao rach nhIBM SQF SO ..ottt 15
Warranty period (guarantee fault responsibility)
8.2, CUNG CAP PIU EING T PRONG .ottt ettt ettt sttt ma e sa s st evant s esanes e 15
Spare parts supply
Q3. BAO B HNONG LN oottt et a s e et s b s et st et a e tae s e ateaeane s e estaara 15
Information security
10, TINH TRANG BAN HANH, SIPA DO .......ooiioviiiiiiicieie e 15
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Cong ty CP Dwoc Hau Giang
DHG‘ Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-16

1. MUC BiCH
DAu tw bd sung may lau vién dang ngang,
may hat bui va dudong dan vién cho may
dap vién hién hiru cia Xwéng 1.
Nang cao néng suét chat lwgng nhdm dap
tng nhu cau chét lwong ctia EU-GMP.
2. PHAM VI CONG VIEC
2.1 Tén hé thdng/thiét bj: May lau vién dang
ngang, may hut byi va duwong dan vién.
2.2 Sélwgng: 01 day chuyén
2.3 Vitri14p dat: Céng ty ¢b phan Dwoc Hau
Giang — Chi nhanh Nha may dwgc phdm
DHG tai Hau Giang (Xwdng 1).

+ Dija chi: L6 B2-B3 KCN Tan Phi Thanh
(giai doan 1), x4 Tan Pha Thanh, huyén
Chau Thanh A, tinh Hau Giang.

+ Phong lap dat: Phong 044,

+ Cac ban vé lién quan:

+ Banvé xwdng 1:

Mau: P13/F09-BI
Form

LL&n ban hanh cla mau: 20
Form's version

1. PURPOSE

Invest New horizontal tablet deduster, vacuum cleaner
and connector for the existing tableting machine of
factory 1.

Upgrade the quality to meet the quality demand of EU-
GMP,
2, SCOPE OF WORK
2.1 Name of the system/equipment. horizontal tablet
deduster, vacuum cleaner and connector.
2.2 Quantity: 1 line

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: Room 044,
Related drawings:
+ Factory 1 layout:
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D . Vitrlhién tai cda phong san xuét

Existing production room location

Hinh 1. Ban vé& méat bang Xwéng 1
Figure 1. Layout drawing of Factory 1
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Céng ty CP Dwoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

S6/No.. ME/2025/02/URS/M313-16

+ Kich thwéc phong |&p dat thiét bi :

y

May dap vién
/| Tablet pressing f«

[ machine -

[

|
i
\ -

May lau vién - L ’

Tabletl deduster
a
1000mm
RS
hirma ™ (—) :
VIEN
Basket 2500mm

A%

May do kim loai
Metal detector

Mau: P13/F09-BI
Form

Lan ban hanh ctia mau: 20

Form's version

+ Installation room dimensions:

S| bl
Room
044

2000 900 1300

Mau do/Red: Pham vi cong viéc nha thau/
Manufacturer's scope of work

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

Hinh 2. Hinh minh hoa Kich thuwéc mét bang phéng I8p dét thiét b
Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién méi truong :
+ Nhiét d6: 22 +5°C
+ Am dé: 50 £ 15%

+ Cépsach:D

2.4 Pham vi trach nhiém, nghia vu: Theo

+ Room conditions;

+ Temp:22+5°C
+  Humidity: 50 £ 15%
+ Cleanliness: grade D

2.4  Scope of responsibilities and obligations: Follow the

bang duwéi table below
Trach nhiém,
nghia vu ]
Phan loai Néi dung cong viéc Responsibilities and Ghi chu
Classification Content _obligations Remark
Doi tac
Partner DHG
Thiét k&/ Design %] =
Ché tao/ Fabrication | =
FAT
Van chuyén/ Transportation % B Incotarm 2020 ;
DDP
Thiét bi/ Lap dat/ installation ] =
Equipment | Bidy chinh/ Adjustment ] =
Tham dinh/ Qualification ] V1
SAT | v
Huan luyén nhan vién/ Training for staff M| 8
Kiém tra trong qué trinh sdn xuat/ Check 5 o
in the actual production
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Coéng ty CP Dwoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO' DIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-16

Mé&u: P13/F09-BI

Form

Lan ban hanh clia mau: 20

Form's version

Phan loai
Classification

N6i dung cdng viéc
Content

Trach nhiém,

nghia vu
Responsibilities and Ghi chu
obligations Remark

Dé6i tac
Partner DHG

Cai tao hé thdng, thiét bi phu tro dap

preparing cost)

*ng van hanh/ = 1
Phu tro/ Renovating upstream utility
Utility works s

Két noi v&i hé thong phuy tre/ Connecting ]
utilities

Thay ddi kién tric/ Architecture works =

Khac/ Others | vat ligu van hanh the/ Preparing the
Material for FAT, Qualfification, SAT (including (=1 ]

G@i nguyén liéu (bac gém chi phi gini)/
Sending the material {including delivery cost)

Chi phi nhan sw thie hién FAT (vé may
bay, khach san,...) cho 2 nguwdi / cost for

FAT executing (airplane ticket, hotel fee,...) of 2
people

Di do&i/ pha d&/ thanh Iy/... may hién
hiru/ Relocating/ demolition/ liquidation/... of an

existing machine

2.5

2.6

Thoi han giao hang theo hgp dbng |25
{(khdng phai GMP): 3-4 thang k& tir khi
Xac nhan dat hang.

Diéu kién bao gia va thanh toan (Theo | 2.6
y&u cau clia DHG) (Khéng phai GMP):

D6i voi Nha cung cép 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 cao tai chinh kiém toan/nop cho co
quan thué cac nam 2022. 2023, 2024.

Cé liet ké cac dy &n da thire hién twong tw.
Co 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 la ban géc co tén céng ty, chir ky,
déng dau.

Delivery time according to the contract {not GMP):
3-4 months upon receipt of order,

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 cerificate, 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
tiquidation reports are available.

2.6.1 Quotation:

+

Must be original with company name, signature and
seal.
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Cong ty CP Duwoc Hau Giang
DHG: Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.

S6/No.: ME/2025/02/URS/M313-16

+

Thé hién chi tiét cac dic tinh, théng sb k§
thuat thiét bi, cac wu diém ndi bat thiét b
(néu co).

Thé hién nwéc san xult, n3m san xuét
(sau nam 2024)

Bao gi& ¢6 thei han tir 2 thang tré 1én ké
tlr ngay bao gia cé hiéu luwc

Thei gian bdo hanh thiét bi, t&i thiéu 12
thang ké t&r ngay nghiém thu.

Bao gid bao gdm tat ca chi phi thudc pham
vi nha thau thire hién theo URS.

2.6.2 Thanh toan

-+

+

Tam (rng tbi da 20% gia tri hop ddng trong
vong 7 ngay lam viéc khi ky hop dbng va
DHG nhan dd hd so thanh toan.

Thanh toan 50% gia tri hop dbng trong
vong 30 ngay lam viéc ké tr khi ky hoan
thanh nghiém thu SAT va DHG nhan dd hd
so thanh toan.

Thanh toan 30% gia trj hop déng con lai
trong vong 30 ngay lam viéc sau khi hoan
tat nghiém thu hop ddng va DHG nhén
dwoc bao lanh bao hanh.

Péng tién thanh toan: Viét Nam Bdng.

2.6.3 Bao lanh thanh toan

+

Bao lanh tam (rng: trong duong gia tri tam
trng, ¢b hidu iwe tly ngay phat hanh dén khi
gia trj tam rng dwgc hoan tra hoan toan.
Bao lanh thwc hién hop ddng: Tbi thiéu
10% gi4 tri hop dbng, co6 hiéu e tr ngay
phat hanh dén khi két thic cac nghia vu
hop ddng.

Bdo lanh bao hanh: Téi thiéu 5% gia trji hop
ddng, c6 hiéu luc tr ngay nghiém thu dua
vao sl dung dén két thac thoi gian bao
hanh.

Mau: P13/F0S-BI

Form

Lan ban hanh cta mau; 20
Form's version

+ Show detailed information, specifications, and
outstanding advantages of the devices (If any).

+  Show country of manufacture, year of manufacture
(after 2024)

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

+ Equipment warranty pericd, minimum 12 months
from date of acceptance.

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

2.6.2 Payment:

+ Maximum advance of 20% value of the contract
amount within 7 working days right after signing the
contract and DHG receives enough payment
documents.

+ Pay 50% value of the contract amount within 30
working days right after completing SAT
acceptance and DHG receives all payment
documents.

+ Pay 30% remaining within 30 working days right
after completing contract acceptance and DHG
receives warranty guarantee.

+ Payment currency : Viet Nam Dongs.
2.6.3 Payment guarantee

+ 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.
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3. CAU TAO HE THONG/ THIET BI

M&u: P13/F09-BI

Form
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3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiét bj S6 lwong Ghi cha
No. Equipment Quantity Note
1 May lau vién dang ngang 1
Horizontal Tablet deduster
2 May hat bui céng nghiép 1
Industrial dgst collecto’r _
Buong dan vién két noi tie may dap vién dén may lau
3 vién va tir may lau vién déen may do kim loai 1
Tablet guidling connector from tableting machine to tablet
deduster and from the deduster to the tablet metal detector
May dap vién
Tablet pressing
machine
Electric :1'_ ——
cabinel l:{ Ny
‘ 2700

May hul
bu
Duslt

collector

1100

Mau do/Red: Pham vi cong viéc nha thau/ Manufacturer's scope of work
Mau xanh/Blue: Pham vi cong viéc cia DHG/ DHG's scope of work

* Ghi chi: don vi do d¢ dai la mm
Note: Measuring unit of length level is mm

4. THONG SO SAN PHAM VA CAC TIEU CHi

Hinh 3. Hinh minh hoa So db bé tri hé théng may
Figure 3. illustration figure of Layout drawing of machines arrangement

4. SPECIFICATION AND CRITERIA OF PRODUCT/

PROCESS
- Céc thdng sb clia cac s&n phdm lién quan: | - Related parameters of the products:
|
i e vién
STT Hinh dang Tablet vién Tablet
o vién (mm) Thickness | Tablet Weight | a::jn:ss
" | Tablet shape = : o =
Dai | Réng |Pwoéng kinh
Length | Width Diameter () (mg) (kp)
7.93—- 1| 3.96 -
1 Caplet 19.72 9.08 2.90-8.49 93 - 1191 5.71-24.06
oval | 7997 | 401~ 232-689 | 85-762 | 3.87-19.06
Round tablet 6.01 —14.05 2.66 —6.49 86 — 945 2.96 —16.82
12.98 - [14.90 -
4 Hexagonal 13.03 | 14.95 6.03 -6.37 808 — 841 15.70 — 23.65
5 | Triangular | %9~ 3.75-465 | 167-207 | 4.69—14.98
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5. YEU CAU VE HE THONG / THIET BJ

5.1. Yéu cau dic biét

5.1.1. May lau vién dang ngang

- C4c chirc ndng cb thé c6 nhuwr stv dung khi
nén, lwc hit chan khdng, chuyén déng rung,
chuyén déng quay hodc chirc ndng khac dé
lau sach bui bam trén bé mat vién sau khi ra
khéi may dap vién.

- Néng suét lau vién tdi thidu: 129.600 vién/gidr
- C4c théng s6 néu cb nhu tdc d6, mirc dé
rung va fwu lwong khi nén cé thé didu chinh
phit hop véi tbe d6 may dap vién dé dam bao
sau khi lau vién sach bui, khdng anh hwéng
dén cam quan vién (dat v& cdm quan).

- Kich thwée : Ngé vao clia may phai phd hep
v&i chidu cao mang ra clia may dap vién
(théng tin tham kh&o : chiéu cao méng ra cla
may dap vién | 1100mm) d& dam béo sau khi
k&t ndi thl vién cé thé di chuyén tir may dap
vién dén may lau vién.

- PAu ra cla may lau vién c6 thé didu chinh
dwore, phai phl hop véi chidu cao clia may do
kim [oai (théng tin tham khdo: chiéu cao cla
may do kim loai la 750mm).

- Ngb ra clia may lau vién phai dwoc thiét ké
dwérng dan dé tranh viéc vién sau khi ra khéi
may lau vién bi roi, bé.

- May lau vién phai duoc thiét k& véi cdng hit
bui d& két ndi véi may hit bui.

- Chidu cao may phai diéu chinh duoc.

5.1.2. May hut bui

- Ngudn dién s dung phd hop v&i hé théng
phu tre hién cé.

- Loc bui bao gdm Loc chinh ¢6 chét liéu 1a tai
vai polyester va Loc Hepa (cé loc dy phong).
- Ap sudt hit va lvu lwgng khi hat cé thé didu
chinh d& phli hop véi didu kién lam viéc cla
may lau vién.

- Cong suat va sirc chiva phi hop v&i didu kién
lam viéc lién tuc 24/24 gid.

5.1.3. DPwéng dan vién két ndi tir may dap
vién dén may lau vién va tir may lau vién
dén may dé kim loai

- Dbi v&i cac may dap vién cé 2 ngd ra ndm &
2 bén, duwéng dan vién phai dwoc thiét ké gop
lai thanh 1 dwdng dan vién sao cho vién khéng
bi roi, b& nhwng van ddm bao dd dé nghiéng
dé vién chay vao ngd vao clia may lau vién.

Mau: P13/F09-BI

Form
L&n ban hanh clia mau: 20
Form’s version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. Horizontal Tablet deduster

- Functions that can have such as using compressed
air, vacuum force, vibration motion, rotation motion or
other functions to clean dust on tablets after leaving
from tabiet compressing machine.

- Minimum capacity of dedusting: 129,600 tablets / hour.

- All paramaters, if any such as speed, vibration level
and compressed air volume can be adjusted to match
Tablst compression machine for ensuring that tablets,
after cleaning, do not affect the tablet appearances
{passed tabiet visual appearance test).

- Dimension: Machine input must be appropriate to the
Tablet compression machine's finished tablet discharge
chute (reference information: the height of tablet
compression machine’s chute is 1100mm), with the aim
of ensuring that, after connection, the tablets can be
moved from tablet compressing machine to the
deduster,

- The outlet of tablet deduster can he adjusted, and it
should match the height of the metal detector (reference
information: the height of metal detector is 750mm).

- The outlet of the tablet deduster must be designed with
guiding chute for avoiding that the tablets, after moving
out of the dedsuter, are fali and broken.

- The deduster must be designed with the availability of
vacuum connection gate for connecting the dust
collector.

- The machine height must be adjustable.

5.1.2. Dust collector

- Electrical power is suitable with the available utility
system.

- Dust filters include main filter material of polyester and
Hepa fiiter (with back-up filters).

- Suction pressure and air volume can be adjusted so
that it is suitable with the working condition of the
deduster.

- Capacity and containing level are suitable with the
continuous working condition of 24/24 hours.

5.1.3. Tablet guidiing connector from tableting
machine to tablet deduster and from the deduster to
the fablet metal detector

- In case the tableting machine has 2 tablet outlets
placed at 2 sides, the tablet guiding lines are desighed
50 that they can gather into 1 guiding line for not causing
the tablets to fali, however, the guiding lines still ensure
enough alignment level for the tablet to fall into the
tablet deduster inief.
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- Dam bdo khdng gian lam viéc sau rd hirng
vién v&i kich thwde la = 900mm (nhw Hinh 2).
6. YEU CAU CHUNG
6.1. Phu hep véi luat, cac qui dinh va tiéu
chuén

- Tiéu chudn GMP: Thiét bj phai dap (rng tiéu
chuan WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP.
- Tiéu chuan dién: thiét bi phai dat tiéu chuan
IEC hoac ISO.
- D& dn: khéng vwot qua 85 dB trong pham vi
1 mét.
6.2. Hé théng phy tro'sén cé :
- Ngudn dién:

+ 400VAC (+5%, -10%) /3 pha/50Hz

+ 230VAC (+5%, -10%) /1pha/50Hz
- Khi nén: dap rng tot & diéu kién ap suét tir
0.60 MPa - 0.65 MPa (6 bar - 6.5 bar).
6.3. Y&u ciu vé co khi

- Cac chi tiét tiép xtc voi trwc tiép san
pham: lam t&r inox 304 ho%c 316L; nhya va
keo dwgc phép dung frong dwoc phdm (hodc
twong dwong), khdng dwgc xay ra phan trng
héa hoc gay anh hwdng chat lwong san pham.
6.4. Yéu clu vé dign

- Bao vé& qua dong: may phai dwec trang bi
thiét bj bao vé quéa dang.

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

- Sau khi méat dién: may khéng duoc tw
dong chay ma phai dwoc khéi dong lai bdi
ngurdi van hanh.

- Khi co sw ¢b méat dién: cac dir liéu van
hanh dwgc lwu lai va c6 thé sir dung khi c6
dién tr& lai,

Mau: P13/F09-BI
Form

Lan ban hanh cGia mau; 20
Form's version

- Ensure the working space after the basket with the
dimension of = 900mm (as Figure 2).

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 [EC or
[SO. '

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

6.2. Specifications of the available utilities:
- Power source:
+ 400VAC (+5%, -10%)/3 phase/50Hz
+ 230VAC (+5%, -10%)/1 phase/50Hz
- Compressed air. most stable af pressure drop from
0.60 MPa - 0.65 MPa (6 bar - 6.5 bar).
6.3. Mechanical requirements

- The component direct contacts to the produck:
made of SUS 304 or SUS 316l.; applicable Plastic &
Resin for drug {or equivalent materials}, must not have
chemical reactions that could affect the product quality.

6.4. Electrical requirements
- Overcurrent protection; Machine needs to have an

overcurrent protection device.

- Leakage protection: Machine needs to have Earth
wire.

- After power failure, Machine must not work
automatically. It must be manually started.

- Whenever the power faillure happends, the
operation data must be saved. It can be used when
power is back.
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- TG dién y&u cau cu thé tinh nang chdng
nwée bui.

- Nut divng khan cap dwoce dat & vi tri thuan
tien dé& dirng may ngay lap tie.
6.5. Yéu cau vé nat nhan van hanh :

Mau: P13/F09-Bl

Form

Lan ban hanh ctia mau: 20
Form's version

- Elsctrical 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 sdc Ghi chd
Color Remark

Nut khéi ddng/ Start button Xanh/ Green

NUt dirng/ Stop button P&/ Red

Nt dirng khan cap X Kidu: xoay d& mé khoa
P06/ Red .

Emergency button Type: Turn-reset

NUt reset/ Reset Vang/ Yellow

6.6. Y&u cau vé ha théng khi nén

- Thiét bi phai ¢é bd chinh ap khi nén va loc
phd hop. )

- Khi nén st dung tiép xGc triec tiép véi san
pham phai thda man cac tiéu chudn yéu cau
cta DHG.

6.7. Y&u cau vé vé sinh, bao tri, stra chiva
- X ly bé mét cac chi tiét tiép xuc trye tiép voi
san pham: phai nhan bong dé dé vé sinh.

- V& bao che: Thiét bi s& dwoc 18p dat trong
phong sach (cAp sach D) nén vé bao che phai
dwoc lam béng inox 304 (hoac vat liéu twong
dwong).

- Khung may co két cau cling virng, it rung
ddng khi van hanh.

- Hé truyén déng dworc thiét ké hoat déng on
dinh va lién tyc.

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

- D& vé sinh: May duoc thiét ké dé vé sinh &
tAt ca cac bé& mat, thiét ké sao cho d& dang
kiém tra cac bé mat sau khi vé sinh.

- Cung cép dién tich tiép xtc tryc tiép véi san
phadm d& DHG tham dinh vé sinh

- D& thay ddi bd phan may: May phai dwgc
thiét k& dé dé& thay ddi cac bd phan may.

6.8. Yéu cau vé phy kién

- Nha thau can cung cép céac vat tuv tiéu hao
trong vong 1 nam.

6.6. Pneumatic

requirements.
- The machine must have an appropriate regulator (to
contro! the pressure)} and filter.

{(Compressed air) system

- The compressed air for the process that contact
directly to the product, must comply with all the following
specifications of DHG.,

6.7. Requirements of cleaning, maintenance and
repair

- 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
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
safaty 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.

- Provide arsa of direct contact with the product for DHG
to carry out cleaning quaiification

- Ease to change the parts: Machine must be designed
for easy changing the parts.

6.8. Spare parts

- The vendor needs to provide the consumable spare
parts for 1 year.
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- Nha th&u c&n cung cAp danh sach phu kién
cung véi bao gia.
6.9. Huan luyén van hanh

Nha thdu phai td chirc huan luyén cho
ngwdi sk dung vé trinh tw van hanh va vé sinh
may clng nhw phwong phap théo 1&p may va
bao tri.
6.10. Yéu cidu vé nhin nhan dang
- Céc thiét bj phai dwoc dit ma sb va duoc
dan nhén nhan dang.
7. THAM BP|NH THIET B] VA NGHIEM THU
7.1. Mdve dd cin thiét

Tién hanh chon céac didu kien duwdi day:

Méu: P13/F09-BI

Form
Lan ban hanh cla mau: 20
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- 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 Khéng can thiét
Process Necessary Unnecessary
FAT = 1
SAT %] =
Tham dinh/ Qualification %] =
CSV (Computerized System Validation) = %]

7.2. Pham vi trach nhiém, nghia vuy:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu
Cong viéc Responsibility, obligation Ghi chu
Tasks Béi téC, DHG Note
Partner
Thwe hién ty kidm tra trwdc khi Thre hign/
2 xuét xudng/ Check machine before we ien -
Tw kiem tra | release the machine execute
Self-checki . . . . .
erenecting | Bao cao tw kiém tra trwoc khi Thue hign/ Phé duyét/
xuét XLPé’ng/ Report execute approve
P& cuong/ Protocol
FAT The hién/ Execute
Bang ghi chép két qua/ Report
2 A Soan thao/ Phé duyét/
Kidm tra | Béng d& cuong/ Protocol S epare appro\}’e-
Xi‘?ﬁ”hat; Thyc hign (Lam thuc )/ Execute | THWC hien/ | Nhan ching/
nghiém thu
SAT | B&o céol Repor Soan thaol | Phe duyey
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Trach nhiém, nghia vu

Cong viéc Responsibility, obligation Ghi chu
Tasks Doi tac/ DHG Note
Partner
Bang de cuong / ] Soan thao/ |
Protocol prepare Ap dung cho
DQ Thuc hign/ Executs i Thec hién/ | may lau vién
execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
Bang dé cuwong/ ] Soan thao/
Protoco! prepare Ap dung cho
Tham dinh Q Thiee hién (Lam thiee Thwe hién/ | may lau vién
. -
Qualification &)/ Execute execute Applying for the
. . & A dedust
Bao cdof Report - Phé duyet seuser
approve
Bang dé cwong/ ] Soan thao/
Protocol prepare Ap dung cho
0Q Thuwc hién (Lam thirc Thiee hién/ | may lau vién
té)/ Execute ) execute Applying for the
c . A A dedust
Bao cao/ Report - Phé duy&t/ eauster
approve
_ Biéu mau/Form
P | Thuchién (Lam thyc
Calibration t8)/ Execute
, Bao caof Report
Tham dinh o TR e :
Qualification Bang dé cuong / ) Soan thao/
Protocol prepare Ap dung cho
PQ Thire hién (Lam thuce ) Thuc hiégn/ | may lau vién
t8)/ Execute execute Applying for the
. . A A dedust
Bao cao/ Report - Phé duygt/ aduster
approve

7.3. Bidu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

V& hd so: Nha sadn xuét ban giao ddy du
hé so theo dé& xuat cla cong ty.

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

V& van hanh: Thiét bi phai dap trng didu
kién hoat déng lién tuc khéng dirng may
trong 24 gid. Va, san pham khéng bi sai
l&ch v& mat hinh thirc va dwoce lau sach

bui sau khi di qua thiét bj.

7.3. Acceptance conditions

7.3.1.

DHG proposed.

7.3.2.

7.3.3.

Operation:

The system must

Document: Supplier submits all document which

Device: Handover all accessories, tools, spare
parts.

satisfy the

continuous operation in 24 hours. And, the

products do not have any deviation relating to

tablet appearance, and they are clean after

going through the system.
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8. HO SO DBE XUAT

May cung cp cac hd so dwoce néu bén dudi:

Méau: P13/F09-BI

Form
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8. DOCUMENTS

Provide documents below:

Céng viéc Hé so S6 lweng Ghi chu
Process Document Quantity Note
Hé so théng sd ky thuat/ Documents and 01 B&/
N drawings 01 Set
HG so 01 Bo/
bao gia Bao gia/ Quotations Q
4 01 Set
Quotation 04 Bo/
X Q
Hop dong/ Contract 04 Set
A ) 2 P n n
#AO s;g X ta}f‘ / Bang théng sbé ché tao/ Specification 01 B/ fd)e Xf c nh;am (pp N
nhan tiet ke/ | yocuments and drawings 01 Set uy.e) or
Design confirmed purpose
X 3
H? sC Pé cuwong va ké hoach/ Protocol
thiét ke/ -
DQ Bao cao/ Report
Bao gbm céc
I3 Py « R
Tw kiém tra/ | Bao cao nha san xuét tw kiém tra trwde 01 B&/ fhu’nq nhbann k;lenm
self-checking | khi xuét xwdng/ Report 01 Set ra cac bo phan
chinh / including
main parts certificates
H& so FAT/ | P& cuwong/ Protocol
FAT documents | Bang ghi chép/ Report
xHc‘J so Dé cwong kiém tra/ Protocol %11 ggt/
kiém tra va - 01 Bo/
xac nhén Bang ghi chép kiém tra/ Report 01 Set
nghiém thu/ — T 02 Bo/
SAT documents | Bién ban nghiém thu/ acceptance minutes 02 Set
D / 1Q
€ cuong
Ho so thAm | Protocol 09 <
dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham 0Q
dinh/ Report -~ .
Hiéu chuan/ Calibration
. oA o . 01 B/
Hwong dan van hanh/ Operation instruction 01 Set
Ban vé tbng thé trang thiét bj, hinh cac bd
Kha phan, ban vé bb tri/ Drawing: general, parts,
ac equipment position
Others 01 B0/
Danh sach phu ting/ Spare parts list 01 Se?t
Ban v& lién quan dén dién, cac dung cu 01 Bo/
do dac/ Electrical diagram, measuring tools 01 Set
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9. KHAC (Lwu y dic biét) (khéng phai
GMP)
9.1. The&i gian bao hanh (dam bao trach
nhiém sai sét):

- Bé&n cung cap thiét bj phai dam bao thiét
bj dap trhg d0 cac théng sb k§ thuat-chat
lweng ma Dwoc Hau Giang da dat hang.
- Thiét bj phai dap (rng san xuét dwoc cac
san pham ma Dwoc Hau Giang da néu
trén. Trwong hop ma thiét bj khéng dap
(’ng san xuat cho 1 san pham nao dé ma
nguy&n nhan thudc vé thiét bj thi nha cung
cAp phai khac phuc va chiju chi phi v& van
dé do.
- Thoi gian bdo hanh téi thiéu 12 thang
tinh ttr ngay nghiém thu thiét bi.

Cung cap phu tiing dw phong:
- Nha cung cép phai cung cap day du va
Kip thoi cac phu tung dy phéng ma Dwoc
Hau Giang yéu cau.

Bao mat thong tin:
- Tét ca thong tin dwoc trinh bay va bi mat
kinh doanh cla cé hai bén chi dwoc s
dung cho trwéng hop nay va khédng duoc
tiét 16 hodc dwa cho bén thir ba
- Trwéng hop song phwong cé 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 c6 di dinh ndp don
xin quyé&n s& hiru céng nghiép, can théng
bao trwdc cho dbi tac, cling thdo luan va
dwa ra quyét dinh.
TINH TRANG BAN HANH, SUA POI

9.2,

a.3.

10.

10.

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

9.1. Warranty fault

responsibility):

period (quarantee

- 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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Céng ty CP Dwgc Hau Giang

DHG Pharmaceutical Joint stock Company

Mau: P13/F09-BI
Form

PHONG CO DIEN/ ME DEPT. Lan ban hanh cta mau: 20
Sb/No.: ME/2025/02/URS/M313-16 Form’s version
Muc Noi dung sira déi
Section Content
Thay ndi dung: “May lau vién nén” -> “May lau vién nén

Tén tai liéu / Document name

dang ngang”
Change content of: “Tablet deduster” -> "Horizontal tablet deduster”

1. Muc dich / Purpose

2. Pham vi cdng viéc / Scope of
work

3. CAu tao Heé théng / Thiét bi /

Configuration of system / equipment

Thay néi dung: “May lau vién nén” -> "May lau vién nén
dang ngang”

Change content of: "Tablet deduster” -> "Horizontal tablet deduster”

2.5. Théi han giao hang theo
hop déng (khong phai GMP) /
Delivery time according to the
contract {not GMP

Thay ndi dung: “5 thang ké ttr khi xac nhan d&t hang” ->
“3-4 thang ké tr khi xac nhan dat hang”

Change content of; "5 months upon receipt of order” -> “3-4 months
upon receipt of order”

5.1. Yéu cau dac biét / Special
requirements

Thay néi dung: “5.1.1. May lau vién” -> “5.1.1. May lau
vién dang ngang”

Change content of, "5.1.1. Tablet deduster” -> "5.1.1. Horizontal Tablet
deduster"

5.1.1. May lau vién dang ngang
[ Horizontal tablet deduster

Thay néi dung: “P6i véi may lau vién dang ndm ngang,
chidu cao may phai diéu chinh dwoc” -> “chiéu cao may
phai didu chinh dwoc”

Change content of; “In case of horizontal tablet deduster, the machine
height must be adjustable” -> "the machine height must be adjustable”

5.1.3. Bwong dan vién két néi
ttr may dap vién dén may lau
vién va tr may lau vién dén
may doé kim loai / Tablet guidling
connector from tableting machine to

tablet deduster and from the deduster
to the lablet metai detector

Bé ndi dung: “Thiét k& phi hop dé vién sau khi ra khoi may
dap vién c6 di do nghiéng dé chdy vao ngdé vao clia may
lau vién. Va, d& dang l&y mau vién & cac ngd ra clia may
dap vién” va “Ngé ra cia may lau vién phai co dwéng dan
két néi voi may do kim loai sao cho dé dang lay mau vién &
ngo ra ciia may lau vién”

Remove the contents of, "Appropriate design so that the tablets, after
moving out of the tableting machine, have enough alignment level for
moving into the tablet deduster. And, it is easy for sampling the tablets
at the outlet of the tableting machine” and “The outlet of the deduster

must have the connector to connect with the metal detector so that it is
easy for sampling the tabiets at the outlet of the deduster”
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