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

SH/No.: ME/2025/01/URS/M313-10

. MUC PICH
Dau tw bb sung may lau vién, may ht bui va
dudng dan vién cho may dap vién hién hiru
clia Xwéng 1.
Nang cao ning suét chat lwong nhim dap
(*ng nhu ciu chat lwong cha EU-GMP,

2. PHAM VI CONG VIEC
2.1 Tén hé thdng/thiét bi: May lau vién, may | 2.1
hit bui va dwdng dan vién.

2.2 86 Iwong: 01 day chuyén 22
2.3 Vitri ldp dat: Cong ty cd phan Dwgc Hau | 2.3
Giang - Chi nhanh Nha may dwoc pham

DHG tai Hau Giang (Xwdng 1).

+ Dia chi: L6 B2-B3 KCN Tan Phi Thanh
(giai doan 1), xa Tan Phu Thanh, huyén
Chau Thanh A, tinh Hau Giang.

+ Phong lap dat: Phong 025.

+ Cac ban vé lién quan:
+ Banvé xwéng 1.

§ I i H

Mau: P13/F09-Bi

Form

Lan ban hanh cGa mau: 20
Form's version

. PURPOSE

Invest New 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: tabiet 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 025.

+ Related drawings:

+ Factory 1 layout,
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Vi tri hién tai clia phong san xuét
Existing production room location

Hinh 1. Ban vé& mat bang Xudéng 1
Figure 1. Layout drawing of Factory 1
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+ Kich thwéc phong I1&p dat thiét bi

Mau: P13/F09-BI

Form

Lan ban hanh ctia mau: 20
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+ Installation room dimensions:

May dép vién
Tablet pressing |«

mmm
Room

2700 1200 1800

/ machine
| £l

May lau vién May do kim loai
Tabletl deduster =% Metal delector
1000mm
z900mm

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

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

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

+ Diéu kién méi trudng :
+ Nhiétds: 22+5°C
+ Am dé: 50 + 15%

+ Céapsach: D

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

2.4 Pham vitrach nhiém, nghta vu: Theo bang | 2.4 Scope of responsibilities and obligations: Follow
duéi ' ' the table below
Trach nhiém,
nghia vu o
Phan loai Néi dung céng viéc Responsibilities and Ghi chu
Classification Content _obligations Remark
Doi tac
Partner DHG
Thiét ké/ Design | H
Ché tao/ Fabrication | =
FAT
Van chuyén/ Transportation v = Incoterm 2020 -
DDP
Thiét bi/ Lap @&t/ Installation %) =
Equipment | pjdu chinh/ Adjustment v =
Tham dinh/ Qualification M| |
SAT M )
Huan luyén nhan vién/ Training for staff | 8
Kiém tra trong qud trinh s&n xuat/ Check 5 W
in the actual production

5/15



Céng ty CP Dwoc Hau Giang Mau: P13/F09-BI

DHG Pharmaceutical Joint stock Company Form
PHONG CO DIEN/ ME DEPT. L&n ban hanh cla mau: 20
S6/No.. ME/2025/01/URS/M313-10 Form’s version
Trach nhiém,
nghia vy
Phan loai N6i dung céng viéc Responsibilities and Ghi chu
Classification Content obligations Remark
Déi tac
Partner DHG
Cai tao hé théng, thiét bi phu tro dap
trng van hanh/ B M
Phuy trof Renovating upstream utility :
Utility works e r
Két ndi vé&i hé thong phu trg/ Connecting K
utilities i
Thay @bi kién tric/ Architecture works = M i
Khac/ Others | vat lisu van hanh thie/ Preparing the
Material for FAT, Qualification, SAT (including = 9]

preparing cost)

GUi nguyén liéu (bao gbm chi phi giri)/
Sending the material (including delivery cost)

Chi phi nhan su thuwe 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 ly/... may hién
hiru/ Relocating/ demolition/ liquidation/... of an
existing machine

2.5 Thoi han giao hang theo hop dbdng |25 Delivery time according to the contract (not GMP):
(khéng phéi GMP): 5 thang k& tir khi xac 5 months upon recsipt of order.
nhan dat hang.

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

y&u cau cla DHG) (Khéng phai GMP):; to DHG's request) {not GMP):

+ B6i v&i Nha cung clp nuwéc ngoai co ft] + For foreign suppliers with at least 1 representative
nhéat 1 dai dién tai Viét Nam in Vietnam

+ Ban sao giéy chirng nhan dang ky kinh | + Copy of business registration certificate, related
doanh, gidy phép li&n quan. licenses. -

+ B&o cdo 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 thyc hién twong tw. |+ List of similar projects that have been implemented.
Cé hop déng, bién ban nghiém thu, ban (.,‘,or)trac‘:ts, acceptance reports, handover/contract
giao dwa vao st dung/bién ban thanh Iy liquidation reports are available.
hop déng.

2.6.1 Bang bao gia: 2.6.1 Quotation:

+ Phai la ban gbc co6 tén cong ty, chir ky, | + Must be original with company name, signature and

déng dau. seal.
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Cdng ty CP Dwoc Hau Giang
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PHONG CO DIEN/ ME DEPT.
Sé/No.: ME/2025/01/URS/M313-10

.+,

Thé hién chi tiét cac dac tinh, théng sb k¥
thuat thiét bi, cac wu didm ndi bat thiét b
(néu co).

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

Bao gia co thoi han tr 2 thang trd 18n ké
tlr ngay bao gia cé hiéu lyc

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

Bao gia bao gom tat ca chi phi thudc pham
vi nha thAu thuee hién theo URS.

2.6.2 Thanh tocan

+

+

Tam (rng t6i da 20% gia tri hop ddng trong
vong 7 ngay lam viéc khi ky hop ddng va
DHG nhéan 60 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 hd
so thanh toan.

Thanh toan 30% gi4 tri hop ddng con lai
trong vong 30 ngay lam viéc sau khi hoan
tAt nghiém thu hop ddng va DHG nhéan
dwoc bao lanh bao hanh.

Ddng tién thanh toan: Viét Nam Déng.

2.6.3 Bao lanh thanh toan

+

Bao lanh tam tpng: tirong duwong gia tri tam
izng, co hiéu I tir ngay phat hanh dén khi
gid tri tam (rng duore hoan tra hoan toan.
Bao 1anh thwc hién hop ddng: T6i thiéu
10% gia tri hop ddng, ¢6 hiéu lwc tlr ngay
phat hanh dén khi két thic cac nghia vu
hop déng.

Béo lanh bao hanh: Téi thiéu 5% gia tri hop
adng, ¢6 hiéu lwc tir ngay nghiém thu dua
vao sl dung dén két thuc thodi gian béo
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)

+ 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 ali 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
confract and DHG recelves 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 guarantes: 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

Mau: P13/F09-BI

Form

Lan ban hanh ctia mau: 20

Form’s version

| 3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiét bj Sé lwong Ghi cha
No. Equipment Quantity Note
1 May lau vién 1
Tablet deduster
) May hut bui cdng nghiép 1
Industrial dgst collector'
Buong dan vién két ndi tr may dap vien dén may lau
3 | vién va tlr may lau vién dén may do kim loai 4
Tablet guidling connector from tableting machine to tablet deduster
and from the deduster to the tablet metal detector
) _-_hlé',- dap WL:H
Khi nén
Compressed air
Electric ‘:1 b s
L cabinel :]:‘ "t : o —— L
th g ,‘I ./ L i :: ~ 2700
gt \ & - ;‘.‘ \‘. i‘,.
J‘ \ - 'ﬂQ May lau vien _ 0N

May hat
b
Dust

collector

1100

[~
el

Tablet deduster

[

b

.
500

— [H

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 chu: don vi do dé dai la mm

Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So' @6 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 so clia cac s&n phdm lién quan:

- Related parameters of the products:

Kich thl_vo’c vién Bé day vién| Trong P cing
. Tablet Dimension i vién
STT Hinh dang Tablet lwong vién Tablet
o vién (mm) Thickness | Tablet Weight| 1289 €
" | Tablet shape — = 2 =
Dai Réng |[Bwong kinh
Length Width Diameter (mrm) (mg) (kp)
1 Caplet | 733> e 2.90-849 | 93-1191 | 5.71-24.06
2 oval |759-19| 4%~- 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
12.98— | 14.90-
4 | Hexagonal | £ byed 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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Cong ty CP Dwec Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO' BPIEN/ ME DEPT.

Sé/No.: ME/2025/01/URS/M313-10

5. YEU CAU VE HE THONG / THIET B|

5.1. Yéu ciu dic biét

5.1.1. May lau vién

- Céac chlrc ndng co thé cé nhw sl dung khi
nén, e hut chan khdng, chuyén déng rung,
chuy&n dong quay hodc chirc ning khac dé
lau sach bui bam trén bé mat vién sau khi ra
khoi may dap vién.

- Naing suét lau vién téi thidu: 129.600 vién/gir
- Céac théng sb néu co nhw téc d8, mic dd
rung va lwu lwong khi nén cé thé diéu chinh
phi hop v&i tbe 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 thwée : Ngd vao clia may phai phi hop
v&i chiéu cao mang ra cla may dép vién
(thdng tin tham khao : chiéu cao mang ra clia
may dap vién 1a 1100mm) dé dam bao sau khi
két ndi thi vién co thé di chuyén tir may dap
vién dén may lau vién.

- DB4u ra cla may lau vién co thé diéu chinh
dwoc, phai phi hep véi chidu cao cia may do
kim loai {thng tin tham khao: chiéu cao cla
may do kim loai la 750mm).

- Ngé ra clia may lau vién phai dwoc thiét ké
dwong dan dé tranh viéc vién sau khi ra khoi
may lau vién bi roi, bé.

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

- Pbi véi may lau vién dang ndm ngang, chiéu
cao may phai didu chinh dugc.

5.1.2. May hat bui

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

- Loc bui bao gdm Loc chinh ¢é chéat liéu Ia tui
vai polyester va Loc Hepa (cd loc dy phdng).
- Ap suét hit va leu lwong khi hit cd thé diéu
chinh dé phu hop v&i diéu kién 1am viéc cla
may lau vién.

- Céng sut va strc chira phl hop véi didu kién
lam viéc lién tuc 24/24 gid.

5.1.3. DPworng din vién két ndi tir may dap
vién dén may lau vién va tiv may lau vién
dén may do kim loai

- Thiét ké phu hop dé vién sau khi ra khéi méy
dap vién co di d6 nghiéng dé chay vao ngd
vao clia may lau vién. Va, d& dang Iy mau
vién & cac ngd ra clia may dap 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. Tahlet 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
fror tablet compressing machine.

- Minimum capacity of dedusting: 129,600 tabiets / 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 fablet appearances
{passed tablet visual appearance test).

- Dimension: Machine input must be appropriate to the
Tablet compression machine’s finished tabiet 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 lo the
deduster.

- The outlet of tablet deduster can he adjusted, and it
should match the height of the metat 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.

- In case of horizontal tablet deduster, 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

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

S&/No.: ME/2025/01/URS/M313-10

- Ddi v&i cac may dap vién ¢6 2 ngd ra ndm &
2 bén, dudng dan vién phai dwoc thiét ké gop
|lai thanh 1 duérng dan vién sao cho vién khdng
bj roi, bé nhuwng van ddm bao dd dé nghiéng
dé vién chay vao ngd vao ctia may lau vién.
- Pam bdo khdng gian 1am viéc sau rd hirng
vién v&i kich thwée & 2 900mm (nhw Hinh 2).
- Ng6 ra clia may lau vién phai c6 dwéng dan
két ndi véi may do kim loai sao cho dé& dang
lAy mAu vién & ngd ra cGa may lau vién.
6. YEU CAU CHUNG
6.1. Phu hop véi ludt, cac qui dinh va tiéu
chuin

- Tiéu chuén GMP: Thiét bj phai dap trng tiéu
chudn WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP.
- Tiéu chuén dién: thiét bi phai dat tiéu chuén
IEC hodc ISO.
- D6 &n: khéng vuet qua 85 dB trong pham vi
1 mét.
6.2. Ha théng phu troosincé :
- Nguédn dién:

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

+ 230VAC (+5%, -10%) /1pha/50Hz
- Khi nén: dap rng tét & didu kién ap suét twr
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 truc tiép san
phdm: 1am tir inox 304 hodc 316L; nhwa va
keo dwgc phép dlung trong dwec phdm (hodc
trong duong), khdng dwoc xdy ra phan (ng
hoa hoc gay anh hwéng chét lwgng san pham.
6.4. Yéu cau vé dién

- Bao vé qua dong: may phai dwoc trang bi
thiét bi béo vé qua dong.

- Bao vé ro 17 dién: Thiét bj cin c6 day tiép
dat.

- Sau khi mat dién: may khéng dwoc tw
dong chay ma phai dwgc khédi dong lai béi
ngwoi van hanh.

- Khi cé sy cb mét dién: cac di lidu van
hanh dwoc lwu lai va cé thé st dung khi ¢
dién tré lai.

Mau: P13/F09-BI
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- in case the tableting 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.

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

- 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 ouflet of the deduster.

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
ISC.

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

6.2. Specifications of the avaiiable 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 (8 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 cu cy thé tinh ning chéng

nuwoc bui.

- Nut dirng khan cap dwoc dat & vi tri thuan

tién dé dirng may ngay lap tirc.

6.5. Yéu cau vé nit nhan van hanh :

required.
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- Electrical cabinet: Water, dust proof property is

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

6.5. Operating button specifications:

Mau sac Ghi cha
Color Remark

Nut khé&i déng/ Start button Xanh/ Green

Nut dirng/ Stop button P06/ Red

NGt dirng khan cap . Kiéu: xoay dé& mé khoa
D4/ Red .

Emergency button Type: Turn-reset

Nut reset/ Reset Vang/ Yeliow

6.6. Yéu ciu vé hé théng khi nén

- Thiét bj phai cé bd chinh &p khi nén va loc
phu hep.
- Khi nén st dung tiép xic tryc tiép véi san
pham phai thda man cac tiéu chuan yéu cau
cua DHG.
6.7. Yéu ciu vé vé sinh, bao tri, stra chiva

- X ly b& mét cac chi tiét tiép xtc trirc tiép voi
san pham: phai nhan bong dé dé vé sinh.

- V& bao che: Thiét bj sé dwoc lap dat trong
phong sach (cp sach D) nén vd bao che phai
dwoc lam bang inox 304 (hodc vat liéu twong
duong).

- Khung may cé két cu clrng virng, it rung
dong khi van hanh.

- Hé truydn dong dugc thiét k& hoat déng én
dinh va lién tuc. |

- Cac bd phan chuyén dong phai dwgc bao
che day du @& dam bao an toan va tranh tap
nhi&m.

- D& vé sinh: May duoc thiét ké dé vé sinh &
tit ca cac bé& mit, thiét ké sao cho dé dang
kiém tra cac bé mat sau khi vé sinh.

- Cung cép dién tich tiép xtc truc tidp véi san
phadm dé DHG tham dinh vé sinh

- D& thay déi 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 cép 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 ail 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 consumable spare
parts for 1 year.
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- Nha thau can cung cép danh sach phu kién
cung v&i bao gia.
6.9. Huén luyén van hanh

Nha thau phai t& chiéc huan luyén cho
ngudi st dung vé trinh tr van hanh va vé sinh
may cling nhw phuwong phap thao 1ap may va
bao tri.
6.10. Yéu cau vé nhan nhan dang
- Céc thiét bi phai dwoc dat ma sé va duoc
dan nhan nhan dang.
7. THAM BINH THIET Bl VA NGHIEM THU
7.1. Mirc d6 cin thiét

Tién hanh chon cac diéu kién dwéi day:

Mau: P13/F09-BI
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- The vendor needs {o 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 Khong can thiét
Process Necessary Unnecessary
FAT = M
SAT | =
Tham dinh/ Qualification 4| B
CSV (Computerized System Validation) B |

7.2. Pham vi trach nhiém, nghia vu:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu
Cong viéc Responsibility, obligation Ghi cha
Tasks Paoi tac/ DHG Note
Partner
The hién ty kiém tra treée khi Thue hien/
2 Xuit xwéng/ Check machine before e tlen -
Tw kiém tra | release the machine execute
Self-checki . . . . .
elrenecking Bap céo tw kiém tra trede khi Thuc hién/ Phé duyét/
xuat xweng/ Report execute approve
DPé cwong/ Protocol
FAT Thwc hién/ Execute
Bang ghi chép két qué/ Report
- - 3 Soan thao/ Phé duyét/
Kiém tra | Bang dé cuong/ Protocol orepare approve
xac nhan | 1,0 hian (Lam thye t8)/ Execute | 1N¥C hién/ | Nhan ching/
nghiém thu execute witness
SAT Bao cao/ Report Soan thao/ Phé duyét/
prepare approve
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Trach nhiém, nghia vy
Coéng viéc Responsibility, obligation Ghi cha
Tasks Poi tac/ Note
Partner DHG
Bang dé cwong / ) Soan thao/ |
Protocol prepare Ap dung cho
DQ Thuc hién/ Execute - Thure hign/ | may lau vien
) ) execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
Bang dé cuong/ ) Soan thao/
Protocol prepare Ap dung cho
Thdmdinh | |q Thyre hién (Lam thue Thwe hién/ | may lau vién
Qualification te)/ Execute execute Applying for the
, , A 4 deduster
Bao cao/ Report - Phé duyét/
i approve
Bang deé cwong/ ) Soan thao/
Protocol prepare Ap dung cho
0Q "I;hch hién (Lam thyc ) Thye hién/ | may lau vién
té)/ Execute execute Applying for the
i , 5 A deduster
Bao caof Report - Phé duyet
approve
_ Biéu mau/Form
H’el'i Thye hién (Lam thyre
chuan té)/ Execute
Calibration
. Bao cao/ Report
Tham dinh R . -
Qualification Bang de cwong / ] Soan thao/ |
Protocol prepare Ap dung cho
PQ 'I;hwc hién (Lam thwe i Thyc hién/ | may lau vién
teé)/ Execute execute Applying for the
. . & & deduster
Bao caof Report - Phé duygt/
approve

7.3. Diédu kién nghiém thu

7.3.1. V& hd so: Nha san xuat ban giao day di

7.3.2.

7.3.3.

hd so theo d& xuét cia cong ty.

V& thiét bj: Ban giao day du thiét bj kém
theo, dd nghé va phuy ting thay thé du
phong.

V& van hanh: Thiét bj phai dap &ng diéu
kién hoat dong lién tuc khdng dirng may
trong 24 gi®. Va, san pham khéng bj sai
l&ch v& 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:
continuous operation in 24 hours. And, the

The system must satisfy 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. DOCUMENTS

Provide documents below:

Céng viéc Hb so Sé lwgng Ghi chd
Process Document Quantity Note
H& so théng sb ki thuat/ Documents and 01 Bo/
N drawings 01 Set
Ho so 01 B&/
bao gia Bao gia/ Quotations y
4 01 Set
Quotation 04 Ba/
3 0
Hop dong/ Contract 04 Set
I:EO Stgf‘f‘lfél Bang théng sd ché tao/ Specification 01 BS/ ?e i(tac nh?n (the
nhan thie documents and drawings 01 Set uyét) o
Design confirmed purpose
A *
HG so Pé cwong va ké& hoach/ Protacol
thiét ké/ —
DQ Bao cao/ Report
Bao gdm céc
T kiém tra/ | B4o cao nha san xuét tw kiém tra trude 01 B&/ fhu'nq nhbann k;qenm
Self-checking | khi xuét xwéng/ Report 01 Set ra cac bo phan
chinh / Including
main parts certificates
H3 so FAT/ | bé cwong/ Protocol
FAT documents | Bang ghi chép/ Report
Ho so Pé cwong kiém tra/ Protocol %1 Eg
kiém tra va N 01 Bo/
xac nhén Bang ghi chép kiém tra/ Report 01 Set
ngh|ém thu/ . . . 02 B/
SAT documents | Bién ban nghiém thu/ acceptance minutes 02 Set
. / 1Q
. é cuong
H& so thdm | Protocol O_? :
dinh/ Hiéu chuan/ Calibration
Qualification ) Q
documents Bao céo tham 0Q
dinh/ Report — -
Hiéu chuan/ Calibration
. E oA s . . 01 B/
Hwéng dan van hanh/ Operation instruction 01 Set
Ban vé tbng thé trang thiét bj, hinh cac bd
) phan, ban vé bd tri/ Drawing; general, parts,
Khac cqui "
quipment position
Others 01 Bo/
Danh sach phu tung/ Spare parts list 01 Set
Béan 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) (khéng phai
GMP)
9.1. Thé&i gian bao hanh (dam bao trach
nhiém sai sot):

- Bén cung cap thiét bi phai d@m bao thiét
bi dap (rng dl cac thong sb ky thuat-chat
lwong ma Dwoc Hau Giang da dat hang.
- Thiét bi phai dap (rng san xuat dwoc cac
san pham ma Dwoc Hau Giang da néu
trén. Trwong hop ma thiét bi khéng dap
(rng s@n xuat cho 1 s&n phdm nao d6 ma
nguyén nhan thudc vé thiét bi thi nha cung
cép phai khic phuc va chiu chi phi vé van
dé do.
- Thoi gian bao hanh téi thiéu 12 thang
tinh tir ngay nghiém thu thiét bj.

Cung cép phu tiing dw phong:
- Nha cung cép phai cung cap day di va
kip thé&i cac phu tung dw phong ma Dugc
Hau Giang yéu cau.

Bao mat théng tin:
- T4t ca théng tin dwoc trinh bay va bi mat
kinh doanh cua ca hai bén chi dwoc st
dung cho trwéng hop nay va khéng dwoc
tiét 16 hodc dwa cho bén thi ba
- Trwerng hop song phwong cé thanh qua
tir y twdng, phat minh trong qué trinh thiét
ké va st dung hé théng/ thiét bj trong hop
ddng mang lai. Néu c6 dy dinh nép don
xin quyén s& htru cong nghiép, can théng
bao trwdc cho ddi tac, cung thao luan va
dwa ra quyét dinh.
TINH TRANG BAN HANH, SUA BOI

9.2.

9.3.

10.

MAau: P13/F09-BI
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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
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. MUC biCcH
Dau tw bd sung may lau vién, may hut bui
va duwéng dan vién cho may dap vién hién
hiru ctia Xwdng 1.
Nang cao nang suét chat lwong nham dap
(rng nhu cau chéat lvong ctia EU-GMP.

2. PHAM VI CONG VIEC

2.1 Tén hé théng/thiét bi: May lau vién, méy

hat bui va dwdng dan vién.

Sé lwgng: 01 day chuyén

Vitri ldp dat: Cong ty cb phan Dwoc Hau

Giang ~ Chi nhanh Nha may dwoc phdm

DHG tai Hau Giang (Xwdng 1).

+ Bia chi: L6 B2-B3 KCN Tan Pha Thanh
{giai doan 1), xa Tan Pha Thanh, huyén
Chéau Thanh A, tinh Hau Giang.

+ Phong lap dat: Phong 029.

+ Cac ban vé lién quan:

+ Banvé xuéng 1:

2.2
2.3

2.2
2.3

invest New tablet deduster,

MAau: P13/F09-BI

Form

Lan ban hanh clia mau: 20
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. PURPOSE

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. 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 029.
Related drawings:

+ Factory 1 layout;

§ I

1 AT
i REIE R ERPATARAERRBAR

.‘TV/*L\_

@@@@@0@@

1

@@Q@@

Vit hién tai cda phong san xuét
Existing production room location

Hinh 1. Ban v& mat bang Xuwdng 1
Figure 1. Layout drawing of Factory 1
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+ Kich thwéc phong iép dat thiét bj | + Installation room dimensions:
‘ Phong
Room
EJ May dap vién ¥ 029 3500 1000 1500
.'l Tablet pressing |+ >
[ machine B
G s
: Mau do/Red: Pham vi céng viéc nha thauw/
S~ i Manufacturer's scope of work
May lau vién — e May do kim loat Mau xanh/Blue: Pham vi cdng viéc cia DHG/
Tablet deduster 3 Metal detector DHG's scope of work
: 1000mm
R
h\'r_ng
vien
Basket 2900mm
, j -

Hinh 2. Hinh minh hoa Kich thwéc mat bang phong 18p dat thiét bi
Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién mai 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 vu: Theo 2.4  Scope of responsibilities and obligations: Follow the
bang dwdi table below
Trach nhiém,
nghia vy ]
Phan loai Ndi dung coéng 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/ Lap d&t/ Installation ] B
Equipment | Bidy chinh/ Adjustment M =
Tham dinh/ Qualification ] 4|
SAT v %]
Huén luyén nhan vién/ Training for staff 1 =
Kiém tra trong qua trinh sén xuét/ Check = o
in the actual production
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Trach nhiém,
. ] N ] nghfa vy
Phén loai Néi dung cong viéc Responsibilities and Ghi cht:
Classification Content _obligations Remark
Béi tac
Partner DHG
Cai tao hé théng, thiét bi phu tro dap
ng van hanh/ = |
Phu tro/ Renovating upstream utility
Utility works £ £ .
Két nodi voi hé thong phy tre/ Connecting 1
utilities
Thay dbi kién tric/ Architecture works = v
Khac/ Others | vat fiéu van hanh th®/ Preparing the
Material for FAT, Qualification, SAT (including = |
preparing cost)
GU¥i nguyén liéu (bao gdbm chi phi givi)/
Sending the material (including delivery cost)
Chi phi nhan sir thiee hién FAT (vé may
bay, khach san,...) cho 2 nguwdi / cost for
FAT executing {airplane ticket, hotel fee,...) of 2
pecple
Di doi/ pha d&/ thanh ly/... may hién
hiru/ Relocating/ demolition/ liquidation/... of an
existing machine
2.5 Th&i han giao hang theo hop déng 2.5  Delivery time according to the contract (not GMP):
(khéng phai GMP): 5 thang k& tir khi xac 5 months upon receipt of order.
nhan dat hang.
26 DPidy kién bao gia va thanh toan (Theo | 26 Conditions for quotation and payment (According
yéu cAu ctia DHG) (Khong phai GMP): to DHG's request) (not GMP):
+ Pbdi v&i Nha cung Cép nuwéc ngoai c¢d it| + For foreign suppliers with at least 1 representative
nhét 1 dai dién tai Viét Nam in Vietnam
+ Ban sao giéy chirng nhan 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 fo tax
quan thué cac nam 2022. 2023. 2024, authorities for the years 2022, 2023, 2024.
+ Célidt ké cacdy an da thue hién twong f. + List of similar projects that have been implemented.
Co hop déng bién ban nghiém thu, ban Contracts, acceptance reports, handover/contract
o N L Lo liquidation reports are available.
giao dwa vao st dung/bién ban thanh ly
hop déng.
2.6.1 Bang bao gia: 2.6.1 Quotation:
+ Phai 1a ban géc cod tén cbng ty, chiv ky, + Must be original with company name, signature and
déng du. seal
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+

Thé hién chi tiét cac dac tinh, thong sb ky
thuat thiét bj, cac wu diém ndi bat thiét b
(néu cb).

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

Bao gia cé thoi han tir 2 thang tré én ké
tlr ngay bao gia ¢6 hiéu lyc

Thoi gian bdo hanh thiét b, tdi thidu 12
thang ké tir ngay nghiém thu.

Bdo gia bao gém tat ca chi phi thuéc pham
vi nha thdu thire hién theo URS.

2.6.2 Thanh toan

+

+

Tam tng ti da 20% gia trj hop déng trong
vdng 7 ngay lam viéc khi ky hop déng va
DHG nhan da 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 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 1anh bao hanh.

Péng tién thanh toan: Viét Nam Bong.

2.6.3 Bao lanh thanh toan

-+

Bao lanh tam (ng: twong duong gia tri tam
g, ¢6 hiéu lye tir ngay phat hanh dén khi
gia tri tam (rng dwroc hoan {ra hoan toan.
Bdo lanh thwe hién hop ddng: Téi thiéu
10% gia tri hop ddng, co hiéu lirc tr ngay
phat hanh dén khi két thuc cac nghia vu
hop dang.

Bdo lanh bao hanh: Téi thiéu 5% gia tri hop
ddng, cé hiéu lwc tir ngay nghiém thu duwa
vao st dung dén két thic thoi gian béo
hanh.

Mau: P13/F0S-B!

Form

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

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

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

+  Quotations are vaiid 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
documenis.

+ 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.
2.8.3 Payment guarantee

+ Advance payment guarantee: equivalent to the
vaiue 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 contractuai 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

Mau: P13/F09-BI

Form

La&n ban hanh ctia mau: 20

Form'’s version

J 3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiét bi S6 lwong Ghi chu
No. Equipment Quantity Note
1 May lau vién 1
Tablet deduster
2 May hut bui céng nghiép 1
Industrial dust collector
Puong dan vién két ndi tr may dap vién dén may lau
A + Y z s A - Y . .
3 vién va tr may lau vién den may do kim loai 1
Tablet guidling connector from tableting machine to tablet deduster
and from the deduster to the tablet metal detector
Way dap vién
Khi nén
Compressed air s
Electric ]:LJ" ==
cabinet ]: B .
e | — 2700
I | =

:

L

May hat
bui
Dusl
collector

1100

Eeo
Shell

3

May lau vién
Tablel deduster

Mau do/Red: Pham vi céng 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 dé daila mm
Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So d6 bd 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 s6 clia cac san pham lién quan: - Related parameters of the products:
Kich thwéc vién foeeo o ig Pé cirng
s Tablet Dimension Bé day vién Trgnq]wg’ng vién
STT Hinh dang Tablet vién Tablet
o vién (mm) Thickness | TabletWeight | aéniss
" | Tablet shape = = S .
Dai | Rong |Pwéng kinh
Length | Width Diameter (mm) (mg) (kp)
1 Caplet | 705|358~ 290-849 | 93-1191 | 571-24.06
2 | ova |79 (401~ 232-689 | 85-762 | 3.87-19.06
3 | 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 | 42~ 3.75-4.65 | 167-207 | 4.69-14.98
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5. YEU CAU VE HE THONG / THIET BI

5.1. Yéu ciu dic biat

5.1.1. May lau vién

- Cac chirc ndng co thé cé nhw s dung khi
nén, lwc hit chan khéng, chuyén déng rung,
chuy&n dong quay hodc chirc ning khac dé
lau sach bui bam trén bé& mat vién sau khi ra
khdi may dap vien.

- Nang suét lau vién 16i thiéu: 129.600 vién/gior
- Cac thong sb néu c6 nhu tde d8, mirc dd
rung va lwu lwong khi nén cé thé diéu chinh
phl hop véi tbe dd may dap vién & dam béo
sau khi lau vién sach bui, khéng anh hudng
dén cam quan vién (dat vé cdm quan).

- Kich thwdc : Ngo vaoe clia may phai phu hep
voi chiéu cao mang ra clia may dap vién
(théng tin tham khdo : chiéu cac mang ra cla
may dap vién Ja 1100mm) dé dam béo sau khi
két ndi thi vién co6 thé di chuyén tlr may dap
vién dén may lau vién.

- Pau ra cla may lau vién co thé diéu chinh
duoc, phai phit hop véi chiéu cao cla may do
kim loai (thdng tin tham khdo: chiéu cao cla
may do kim loai la 750mm).

- Ngo ra cla may lau vién phai dwoc thiét ké
dworng dan dé tranh viée vién sau khi ra khoi
may lau vién bi roi, bé.

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

- Di véi may lau vién dang ndm ngang, chiéu
cao may phai diéu chinh duoc.

5.1.2. May hat bui

- Ngudn dién str dung pht hop véi hé théng
phu trg hién cé.

- Loc bui bao gém Loc chinh ¢6 chéat lidu la ti
vai polyester va Loc Hepa (co loc dy phong).
- Ap suét hat va lwu lweng khi hit cé thé diéu
chinh @& phi hop véi didu kién 1am viée cla
may lau vién.

- Cong suét va strc chiva phl hop véi diéu kién
lam viéc lién tuc 24/24 qid.

5.1.3. Dwdng din vién két ndi tr may dap
vién dén may lau vién va tir may lau vién
dén may do kim loai

- Thiét k& pht hop dé vién sau khi ra khdi may
dap vién c6 d0 do nghiéng dé chdy vao ngd
vao clia may lau vién. Va, dé dang lay mau
vién & cac ngd ra cua may dap vién.

Mau: P13/F09-BI

Form
Lan ban hanh cta mau: 20
Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. 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 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.

- In case of horizontal tablet deduster, 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

- 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.
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- Dbi véi cadc may dap vién cé 2 ngd ra ndm &
2 bén, dwéng dan vién phai dwoc thiét k& gop
lai thanh 1 dwdng dan vién sao cho vién khéng
bi roi, bé nhwng van dadm bao dd d6 nghiéng
dé vién chay vao ngd vao clia may lau vién.
- Dam bao khéng gian lam viéc sau rd hing
vién v&i kich thudc la =2 900mm (nhw Hinh 2),
- Ngd ra cia may lau vién phai ¢é dwong dan
két ndi v&i may do kim loai sao cho d& dang
lAy mAu vién & ngd ra clia may lau vién.
6. YEU CAU CHUNG
6.1. Phl hop véi luat, cac qui dinh va tiéu
chuan

- Tiéu chuan GMP: Thiét bi phai dap (ng tiéu
chuan WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP.
- Tiéu chudn dién: thiét bj phai dat tidu chudn
IEC hodc 1SO.
- Do &n: khéng vwet qua 85 dB trong pham vi
1 meét.
6.2. Hé thdng phu tro' sén cé :
- Ngudn dién:

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

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

- Céc chi tiét tiép xGc voi truc tiép san
phdm: lam tir inox 304 hodc 316L; nhya va
keo dwoc phép dung trong dugc phdm (hodc
twong duong), khdng dwgce xay ra phan (rng
hoa hoc gay anh hudng chat lwong san pham.
6.4. Yéu cau vé dién

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

- Bao vé ro ri dién: Thiét bi cin cé day tiép
dgét.

- Sau khi mat dién: may khong duwoc tu
déng chay ma phai dwoc khéi ddng lai béi
ngwoi van hanh.

- Khi ¢6 sy ¢b6 mét dién: cac di liéu van
hanh dwoc Iwu lai va co thé si dung khi co
dién trd lai.

Mau: P13/F09-BI

Form

Lan ban hanh ctia mau: 20
Form's version

- In case the tableting 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,

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

- 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.

6. GENERAIL. 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.

- Elecltrical standard: Equipment must satisfy IEC or
IS0,

- 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 cu thé tinh ning chéng

nwée bui.

- Nut dirng khan cap dwoc dat & vi tri thuan

tien dé dirng may ngay lap tirc.

6.5. Y&u cau vé nit nhan van hanh :

required.

MAu: P13/F09-BI

Form

LL&n ban hanh clia 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 chu
Color Remark

Nt khéi déng/ Start button Xanh/ Green

Nt dirng/ Stop button Pé/ Red

NGt dirng khan cap . Kiéu: xoay dé m& khoa
P&/ Red

Emergency button Type: Turn-reset

NUt reset/ Reset Vang/ Yellow

6.6. Yéu cau vé hé thong khi nén

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

- Khi nén st dung tiép xtc tric tiep véi san
phdm phai thda man cac tiéu chuan yéu cau
cia DHG.

6.7. Yéu cau vé vé sinh, bao tri, stra chiva
- Xir ly bé mat cac chi tidt tiép xdc tryc tiép voi
san pham: phai nhdn béng dé dé vé sinh.

- V0 bao che: Thiét bi sé dwoc I&p dat trong
phong sach (c&p sach D) nén vé bao che phai
dwoc lam béng inox 304 (hodc vat liéu twong
duwong).

- Khung may c6 két chu clrng virng, it rung
déng khi van hanh.

- Hé truyén dong dugc thiét ké hoat dong én
dinh va lién tuc.

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

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

- Cung cAp dién tich tiép xdc tric tiép voi san
pham dé& DHG thadm dinh vé sinh

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

6.8. Yéu ciu vé phu kién

- Nha thiu can cung clp cac vét 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 alt 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 consumable spare
parts for 1 year.
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- Nha thau can cung cip danh sach phu kién
cling vdi bao gia.
6.9. Huén luyén van hanh

Nha thau phdi té chic hudn luyén cho
nguedi st dung vé trinh tw van hanh va vé sinh
may cling nhw phwong phap thao Idp may va
bao tri.
6.10. Y&u céu vé nhan nhan dang
- Cac thiét bj phai dwoc dat ma sd va duoc
dan nhan nhan dang.
7. THAM DINH THIET B| VA NGHIEM THU
7.1. Mirc d6 can thiét

Tién hanh chon cac didu kién duéi day:

Mau: P13/F09-BI

Form

Lan ban hanh ciia 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 = |
SAT | =
Tham dinh/ Quaiification % B8
CSV (Computerized System Validation) Bt v

7.2. Pham vi trach nhiém, nghia vu:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu
Coéng viéc Responsibility, obligation Ghi cha
Tasks EI)Dm tac/ DHG Note
artner
Thye hién ty kiém tra trvde khi .
; : . Thwe hién/
s xuat xwang/ Check machine before i -
Tw kiem tra | release the machine execute
Self-checki . , . . .
eirehecking Ba? cao tw kiém tra trwde khi Thwe hién/ Phé duyét/
xuat xwong/ Report exectite approve
Pé cwong/ Protocol
FAT Thure hién/ Execute
Bang ghi chép két qua/ Report
2 2 A Soan thao/ Phé duyét/
Kidmtra | Bang de cwong/ Protocol orepare approve
xac nhan | Thyc hign (Lam thuc 1€)/ Execute | TTWC hién/ | Nhan chirng/
nghiém thu execute witness
SAT Bao co/ Report Soan thao/ Phé duyét/
prepare approve
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Trach nhiém, nghia vu
Coéng viéc Responsibility, obligation Ghi chu
Tasks 'Béi técl DHG Note
Partner
Bang dé cwong / i Soan thao/ |
Protocol prepare Ap dung cho
DQ Thurc hién/ Execute i Thure hign/ | may lau vién
execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
Bang dé cuong/ ] Soan thao/
Protocol prepare Ap dung cho
Tham dinh Q ‘I;huc hién (Lam thwe Thuwe hién/ | may lau vién
Qualification te)/ Execute execute Applying for the
| . 3 A deduster
Bao cao/ Report - Phé duyet/
approve
Bang dé cwong/ i Soan thao/
Protocol prepare Ap dung cho
0Q Thue hién (Lam thwe Thie hién/ | may lau vién
t&)/ Execute ) execute Applying for the
: c & & deduster
Bao caof Report - Phé duyét/
approve
_ Biéu mau/Form
H'eLi Thue hién (Lam thwe
chuan té)/ Execute
Calibration
Bao caof Report
Tham dinh 10 SR T i
Qualification Bang de cwong / ) Soan thao/
Protocol prepare Ap dung cho
PQ '[huc hién (Lam thwe i Thirc hién/ | may lau vién
té)/ Execute execute Applying for the
i i A A deduster
Bao caof Report - Phé duyet/
approve

7.3. Diéu kién nghiém thu

7.3.1. V& hd so: Nha san xuét ban giao day di

hd so theo dé& xuét clia cdng ty.

7.3.2. V& thiét bi: Ban giao day di thiét bi kém

theo, dd nghé va phu tung thay thé dy
phong.

7.3.3. V& van hanh: Thiét bi phai dap (rng diéu

kién hoat dong lién tuc khéng dirng may
trong 24 gid. VA, san pham khong bj sai
léch v& 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.

the
continuous operation in 24 hours. And, the

Operation: The system must satisfy

products do not have any deviation relating to

tablet appearance, and they are clean after
going through the system.
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Cdng ty CP Dwoc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.
S6/No.. ME/2025/01/URS/M313-11

8. HO SO DPE XUAT

Hay cung cap cac hd so dwoc néu bén dudi:

Mau: P13/F09-BI

Form

Lan ban hanh cGa miu: 20
Form's version

8. DOCUMENTS

Provide documents below:

Céng viéc Hé so S6 lwong Ghi chi
Process Document Quantity Note
Hé so théng s6 ky thuat/ Documents and 01 Bo/
N drawings 01 Set
Ho so 01 B&/
bao gia Bao gid/ Quotations 01 So
. et
Quotation 04 Bo/
A Q
Hop dong/ Contract 04 Set
':—Iéo S’Eg'i(talf‘/ Béng théng sd ché tao/ Specification 01 Bo/ ?e .)\(,fc nh?n (ppe
nhan MELKE! | documents and drawings 01 Set uy&t) or
Design confirmed purpose
2 N .
HG so Pé cwong va ké hoach/ Protocol
thidt ké&/ -
DQ Bao caof Report
_ Bao gdbm cac
- n Iy
Ty kiém tra/ | Bao céo nha san xuat ti kiém tra trudc 01 Bo/ ::hu'ng nhbann k;}eﬁm
Self-checking | khi xuét xwéng/ Report 01 Set ra cac bo phan
chinh  / Including
main parts certificates
Hb so FAT/ | Pé cwong/ Protocol
FAT documents | Bang ghi chép/ Report
Hb so Dé cwong kiém tra/ Protocol %11 ge?t/
kiém tra va - 01 Ba/
Xac nhan Bang ghi chép kiém tra/ Report 01 Set
nghiém thu/ — - o 02 Ba/
SAT documents | Bi€n ban nghiém thu/ acceptance minutes 02 Set
D , 1Q
é cuwong
Ho so thdm | Protocol 09 -
dinh/ Hiéu chuan/ Calibration
Qualification ] . IQ
documents Bao cao tham 0Q
dinh/ Report — <
Hiéu chuan/ Calibration
. X a4, . . 01 Bo/
Hwéng dan van hanh/ Operation instruction 01 Set
Ban vé tong thé trang thiét bi, hinh cac bé
. phan, ban vé bé trif Drawing: general, parts,
Khac equi e
quipment position
Others 07 Ba/
Danh sach phu tung/ Spare parts list 01 Set
Ban vé lién quan dén dién, cac dung cu 01 B&/
do dac/ Electrical diagram, measuring tools 01 Set
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Cong ty CP Dwogc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.

Sé/No.: ME/2025/01/URS/M313-11

9. KHAC (Lwu y dic biét) (khéng phai
GMP)
9.1. The&i gian bao hanh (dam bao trach
nhiém sai sot):

- Bén cung cp thiét bj phai dam bao thiét
bi dap (rng du cac théng sé ky thuat-chat
lwgng ma Dwoc Hau Giang da dat hang.
- Thiét bj phai dap (rng san xuat dwoc cac
san pham ma Dwoc Hau Giang da néu
trén. Trwong hop ma thiét bi khéng dap
rng san xuat cho 1 san phadm nao dé ma
nguyén nhan thudc vé thiét bi thi nha cung
cap phai khac phuc va chju chi phi vé van
dé do.
- Thoi gian bao hanh téi thiéu 12 thang
tinh tir ngay nghiém thu thiét bi.

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

Bao mat thong tin:
- Tt ca thong tin dwoc trinh bay va bi méat
kinh doanh ctia ca hai bén chi dwoc st
dung cho trwéng hgp nay va khdng dwoc
tiét 16 hodc dwa cho bén thi ba
- Trwdng hop song phwong cé thanh qua
tir y twdng, phat minh trong qua trinh thiét
ké va st dung hé thdng/ thiét bj trong hop
ddng mang lai. Néu cé dw dinh ndp don
xin quyén s& hivu cdng nghiép, can théng
bao trwéc cho dbi tac, cung thao luan va
dwa ra quyét dinh.

9.2,

9.3.

Mau: P13/F09-BI

Form

LAn ban hanh ctia mau: 20
Form’s version

o

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 resuits 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. TINH TRANG BAN HANH, SUPA BOI 10. REVISION HISTORY
Muc Noi dung stra doi
Section Content
Lin ban hanh/ Version: 1, Ngay phé duyét/ Approved date: .28,/ 22 [ol 3.

Ban hanh m&i
New issue
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YEU CAU NGUO'l SU DUNG

DHG PHARMA Hé théng/Thiét bi:
Vi mdt cufc séng khde dep hon MAY LAU VlEN NEN
USER REQUIREMENTS
SPECIFICATION

System/Equipment:
TABLET DEDUSTER

e Mau: P13/F09-BI

Form

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

Sé: ME/2025/01/URS/M313-12
No.

Lan ban hanh: 01

Version

® Tén hé thong/thiét bi/System/equipment name: May lau vién nén / Tablet deduster

® Ma sb hé théng/thiét bi/System/equipment code: M313-12
® Model (Néu co/if any): N/A

® |y do ban hanh/Reason for issued:
M Lap méi
New installation

£ Khi c6 thay déi
When changing

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

Ho va tén
Full name

Ky tén Ngay
Signature Date

Nguwoi thue Tran Nam Hung
hién (Nhan vién T thiét bj san xuét /
Implemented by Staff of Production Equipment Group)

L8 |OR J2025

Nguyé&n Van Phi
(T trwéng T thiét bj san xuat /

Team leader of Production Equipment Group)

281021 2025

Lé Hiru Hanh
(Quén dbc xwéng 1/
Manager of Factory 1)

28 (04 [1004]

Tran Minh Luan
(Trwéng Phong nghién clru va phat trién /
RD Manager)

Nguwdi xem xét
Reviewed by

///ua 2802 /zoz,_r

Tran My Thién
(Phé Phong Co dién /
Deputy Head of ME)

o0& |o2] 2025

Katsunori Osawa
(Trwdng Phong Co dién /
ME dept. Manager)

£R Bk |28 /2] s

Nguwdi phé Tran Binh Thuén
duyét (Trwdng Phong Quan ly chét lwong /
Approved by QM dept. Manager)

Yuall | 28/0.2 /2005
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Cdng ty CP Dwgc Hau Giang

PHG Pharmaceutical Joint stock Company
PHONG CO' DPIEN/ ME DEPT.
SbiNo.: ME/2025/01/URS/M313-12

MUG DICH ...ttt 4
PURPOSE
PHAM VI CONG VIEC ........coooviiiiiiecteee e 4
SCOPE OF WORK
24, TOA NG IONGANIBE DI ... oottt ettt 4
Name of the system/ equipment
Quantity
230 VIHTIBD Q8L oo ettt r e &
installation location
2.4, Pham vitrach nhidm, nghia vit: TREO BANG QUEGT ...ttt eeve v aaarens 5
Scope of responsibilities and obligations: Follow the fable below
2.5, Thoi han giao hang theo Rop doNg (KNONG PRAT GMP).........cco oo eeeeeeres et ene e 6
Delivery time according to the contract (not GMP)
2.6.  Diéu kién bgo gid va thanh todn (Theo yéu céu ctia DHG) (Khong phai GMP) ........coveeeeeeereeeererreeren, 6
Conditions for quotation and payment (According to DHG's request) (not GMP)
CAU TAO HE THONG! THIET B ...t eeeree et n e eenan s 8
CONFIGURATION OF SYSTEMS/ EQUIPMENTS
THONG SO SAN PHAM VA CAC TIEU CHi ..o, 8
SPECIFICATION AND CRITERIA OF PRODUCT/ PROCESS
YEU CAU VE HE THONG / THIET Bl....ooooooeeroeee ettt eeeeeree e een e et 9
REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
YEU CAU CHUNG .......ooooiiimiiecteeeeeeee et 10
GENERAL REQUIREMENTS
6.1.  Phu hop voi ludt, e8¢ GUi dinh V& BIBU CRUEAD .............cooveeveeeeeeeeeeeeeeeeeeeee e enr s 10
Comply with Law, Regulfation and Standard
6.2 HEHHONG PAU TG SN CO.....c..ooooeoeeeveve ettt sttt et es et n s 10
Specifications of the available ulilities
.3 YBU CAU VB CO KT ..ottt et ettt en ettt eernes 10
Mechanical requirements
6.4, YBU CAU VB I ...ttt r e 10
Electrical requirements
6.5 YBU CAU VB NUE VA RBNI ..ot e s s eer e 11
Operating button specifications
6.6.  Yéu cau vé hé thbng khf NEN ...........cocvooeveeeeeeeeeeeer, ettt 11
Pneumatic (Compressed air} system requirement
6.7 Y8U CAU VG V@ SINN, DEO U1, STPA CRIIE .-.o.esvvoveeeeeeoeee oo er e 11
Requirements of cleaning, maintenance and repair
B.8.  YEU CBU VB DI KIBM......oceooeeeo oo et et e e et e s e st e s et et s e s e et e et e e et se s 11

MUC LUC/ INDEX

Spare parts

Mau: P13/F09-BI

Form

LAn ban hanh cda mau: 20

Form's version
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Cong ty CP Dwgc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.
Sé/No.: ME/2025/01/URS/M313-12

Mau: P13/F09-BI

Form

LAn ban hanh cta mau: 20
Form's version

6.9, HUAN IUYBN VAN BBNR oot et 12
Operator training
6.10. YU CAU VE NAAI NNAI TAIIG ... oeeoeeeees e etee et ettt 12
Requirements for identification labels
7. THAMBINH THIET BI VA NGHIEM THU ..ot 12
QUALIFICATION AND ACCEPTANCE TEST
7oA. MG GO CAN BUBL.....co.ooooo oottt 12
Mecessary conditions
7.2, Pham vitrach BRIGIT, NGAIE VI ........c.oovoiiiii ittt s et s 12
Responsibility, obligation
7.3, BUBU KIBI NGRIBITY BALE o.oooooeo oo 13
Acceptance conditions
8. HO SO BPE XUAT ..ottt et e 14
DOCUMENTS
9. KHAC (Lwu y ddc biét) (khong phdi GMP)..........c s 15
OTHERS (Majority attention) (not GMP) _
9.1.  Thoi gian béo hanh (Gdm bao trach nhiém Sai SOU) ... 15
Warranty period (guarantee fault responsibifity)
9.2 CUNG CAD PAU LENG QU PAONG oottt oo 15
Spare paris supply
9.3, BAO MALIIOMG HIT...ooooeeeeeeeeeeee ettt ettt e a4 eh e s 15
Information security
10. TINH TRANG BAN HANH, STPA DOL ... e 15

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

Sé/No.: ME/2025/01/URS/M313-12

Mau: P13/F09-BI

Form

Lan ban hanh clia mau; 20
Form's version

1. MUC bicH 1. PURPOSE

Dau tw bd sung may lau vién, may hat byi
va dudng dan vién cho may dap vién hién
hiru ctia Xwong 1.

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

Nang cao nang suét chat lwong nham dap Upgrade the quality to meet the quality demand of EU-

trng nhu cau chat lwong clia EU-GMP, GMP.
2. PHAM VI CONG VIEC 2. SCOPE OF WORK

2.1 Tén hé théng/thiét bi: May lau vién, may | 2.1
hut bui va dwérng dan vién.

2.2 86 lwgng: 01 day chuyédn 22

2.3 Vitrilip d&t: Céng ty ¢d phdn Duoc Hau | 2.3
Giang — Chi nhanh Nha may duoc pham
DHG tai Hau Giang (Xwéng 1).

+ Dia chi: L6 B2-B3 KCN Tan Pha Thanh +
(giai doan 1), xa Tan Phu Thanh, huyén
Chau Thanh A, tinh Hau Giang.

+ Phong 1dp dat: Phong 032.

+ Cac ban vé lién quan:

+ Ban vé xuwdng 1 :

i b

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

Instailation 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:

H i X

IS R i‘:Hié* o Y

H:i 1 % E%‘"”*'i"*? r'FE?ﬁ:{;%ﬂtEH HEHT
i B

-

Lo
R B L e i

s

TN i 430 M
bor N § [ 4 ’
i H

v : '

e R e

Vitrl hién tai cGa phong sén xuét

Existing praduction room

location

Hinh 1. Ban v& mé&t bang Xwdng 1
Figure 1. Layout drawing of Factory 1
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Céng ty CP Duwoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO' DIEN/ ME DEPT.

Sb/No.: ME/2025/01/URS/M313-12
+ Kich thuwéc phong l&p dat thiét bi

Mau: P13/F09-BI
Form

L&n ban hanh ctia mau: 20

Form'’s version

Installation room dimensions:

] +

3500 1000 1500

b
May dap vién
.’J Tablet pressing >
f machine =)
:
]1_"_ — .'
May lau vién — _ May do kim loai
Tablet deduster ——%~ Metal detector
1000mm
huna ) 3
vién
Basket % 2900mm
h [ ‘i'/‘l 3

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

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

Hinh 2. Hinh minh hoa Kich thwéc mét bang phong |&p dat thiét bj

Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién mai treong
+ Nhiétdd: 22 +5°0C
+ Am d6: 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 duéi table below
Trach nhiém,
nghia vu
Phan loai N§i dung cong viéc Responsibilities and Ghi chu
Classification Content _obligations Remark
boi tac
Partner DHG
Thiét ké/ Design %] =
Ché tao/ Fabrication v =
FAT
Van chuyén/ Transportation M| B gl:c)%'cerm etk
Thiét bi/ L&p dat/ Installation M B
Equipment | Pidu chinh/ Adjustment | =]
Tham dinh/ Qualification %] |
SAT | ]
Huan luyén nhan vién/ Training for staff M =
Kiém tra trong qué trinh s&n xuét/ Check = o
in the actual production
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Cong ty CP Dwoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.

S6/No.: ME/2025/01/URS/M313-12

Ma&u: P13/F09-BI
Form

Lan ban hanh ctia mau: 20
Form’s version

Trach nhiém,
. i . nghia vu
Phéan loai Néi dung cdng viéc Responsibilities and Ghi cha
Classification Content _obligations Remark
Doi tac
Partner DHG
Cai tao hé théng, thiét bi phu tro dap
ng van hanh/ = |
Phu tro/ Renovating upstream utility
Utility works e x
Ket ndi v&i hé thong phu tre/ Connecting
| )
utilities
Thay dbi kién tric/ Architecture works = %}
Khac/ Others | vat lisu van hanh thi/ Preparing the
Material for FAT, Qualification, SAT (including = ]
preparing cost)
Gtri nguyén liéu (bao gbém chi phi gari)/
Sending the material (including delivery cost)
Chi phi nhan sy thirc hién FAT (vé may
bay, khach san,...) cho 2 ngudi / cost for
FAT executing (airplane ticket, hotel fee,...) of 2
people
Di doi/ pha d&/ thanh ly/... may hién
h{ru/ 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):
(khéng phai GMP): 5 thang ké& tir khi xac 5 months upon receipt of order.
nhén dat hang.
2.6 Diéu 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):
+ Dbi v&i Nha cung cép nwdc ngoai ¢ it| + For foreign suppliers with at least 1 representative

2.6
_§.

nhét 1 dai dién tai Viét Nam

Ban sao gidy chirng nhan d&ng ky kinh
doanh, giay phép lién quan.

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

C6 liét ké cac dy an da thue hién trong .
Co6 hgp ddng, bién ban nghiém thu, ban
giao duwa vao st dung/bién ban thanh ly
hop dbng.

.1 Bang bao gia:

Phdi 14 ban gbc c6 tén céng ty, chir ky,
dong déu.

in Vietnam

Copy of business registration certificate, related
licenses.

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

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

2.6.1 Quotation:

+

Must be original with company name, signature and
seal.
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Cong ty CP Dwoc Hau Giang
DHG‘ Pharmaceuitical Joint stock Company
PHONG CO DIEN/ ME DEPT.

Sb/MNo.: ME/2025/01/URS/M313-12

+

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

Thé hién nwdc san xuat, ndm san xuét
(sau nam 2024)

B4o gia co thi han tlr 2 thang tré 18n ké
tlr ngay bao gia co hiéu lwc

Th&i gian bado hanh thiét bi, t6i thiéu 12
thang ké tir ngay nghiém thu.

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

2.6.2 Thanh toan

+

+

Tam trng t6i da 20% gi4 tri hop dbng trong
vong 7 ngay lam viéc khi ky hop ddng va
DHG nhan dd hd so thanh toan.

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

Thanh toan 30% gia tri hop dong con lai
trong vong 30 ngay lam viéc sau khi hoan
tat nghiém thu hop dbng va DHG nhan
duwoc bao anh bao hanh.

Ddng ti&n thanh toan: Viét Nam Béng.

2.6.3 B&o lanh thanh toan

+

Bao lanh tam (rng: twong dwong gia tri tam
trng, c6 hiéu Iwe tlr ngay phat hanh dén khi
gia tri tam &ng dwgc hoan tra hoan toan.
Bao lanh thyc hién hop ddng: Téi thiéu
10% gia tri hop doéng, cé hiéu lwc tlr ngay
phat hanh dén khi két thuc céc nghia vu
hop déng.

Bao lanh bao hanh: Ti thiéu 5% gia tri hop
ddng, ¢6 hiéu lyc tr ngay nghiém thu dua
vao str dung dén két thuc thdi gian béo
hanh.

Mau: P13/F09-BI

Form

L.&n 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 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 pulting
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 DIEN/ ME DEPT.

S6/No.: ME/2025/01/URS/M313-12

3. CAU TAO HE THONG/ THIET BJ

Mau: P13/F09-BI

Form

Lan ban hanh cia mau: 20

Form’s version

| 3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiet bi S6 lweng Ghi cha
No. Equipment Quantity Note
1 May lau vién 1
Tablet deduster
2 May hat bui cong nghiép 1
Industrial dust collector
Buong déan vién két ndi tr 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
Khi nén
Compressed air I
cabinet }TL ) ,I \ o s

May hal
bui
Dust

— caollector ’

1100

May lau vién
Tablet dedusler

‘l| * A
————— 475
e

Mau do/Red: Pham vi edng viéc nha thau/ Manufacturer's scope of work

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

* Ghi chi: don vi do d6 dai la mm
Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So a6 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 théng s6 clia cac san phdm lién quan: | - Related parameters of the products:
Kich thwéc vién $ or o Poé cirng
. Tablet Dimension Bé day vién Trgngm vién
STT Hinh dang Tablet Iwong vién Tablet
No vién (mm) Thickness | Tablet Weight i
" | Tablet shape = = 3 7
Dai Réng | Bwong kinh
Length | Width Diameter (mm) (mg) (kp)
1 Caplet | 133> ey 2.90-849 | 93-1191 |5.71—24.06
2 Oval 7'?3 - 490; 4‘ 2.32 -6.89 85-762 | 3.87-19.06
Round tablet 6.01-14.05 | 266-6.49 | 86-945 | 2.96— 16.82
4 | Hexagonal | 298~ 1144935‘ 6.03-6.37 | 808841 [15.70-23.65
5 | Triangular 7'7427‘ 3.75-465 | 167-207 | 4.69—14.98
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Cong ty CP Duoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CQ DPIEN/ ME DEPT.

Sé/No.: ME/2025/01/URS/M313-12

5. YEU CAU VE HE THONG / THIET B|

5.1. Yéu cau dic biét

5.1.1. May lau vién

- Cac chirc nang co thé cé nhuw st dung khi
nén, e hat chan khong, chuyén ddng rung,
chuyén ddng quay hodc chirc ning khac dé
fau sach bui bam trén bé mat vién sau khi ra
khdi may dap vién.

- Nang suét lau vién téi thiéu: 129.600 vieén/gid
- Cac théng sb néu cé nhu tbc do, mirc dod
rung va leu lweng khi nén co thé diéu chinh
phit hop véi tbe d6 may dap vién dé dam bao
sau khi lau vién sach bui, khéng anh hwdng
dén cam quan vién (dat vé cam quan).

- Kich thwdc : Ngd vao cia may phai phi hop
véi chidu cao mang ra cia may dap vién
{thdng tin tham khao : chiéu cao méng ra clia
may dap vién 1a 1100mm) dé& dam béo sau khi
két ndi thi vién c6 thé di chuyén tir may dap
vién dén may lau vién.

- DAu ra cta may lau vién co thé didu chinh
dwoc, phai phit hop véi chiéu cao clia may do
kim loai (thdng tin tham khdo: chiéu cao cla
may do kim loai 1d 750mm).

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

- May lau vién phai duoc thiét ké véi cdng hat
bui d& két néi voi may hat bui.

- Bbi v&i may lau vién dang ndm ngang, chiéu
cao may phai didu chinh dworc.

5.1.2. May hut bui

- Ngudn dién si¥ dung phit hop véi hé thdng
phu tro hién co.

- Loc bui bao gdm Loc chinh ¢é chét liéu la tdi
vai polyester va Loc Hepa (c6 loc dy phdng).
- Ap suét hut va lwu luong khi hat cé thé diéu
chinh @& phu hop véi diéu kién iam viéc cla
may lau vién.

- Céng suét va sirc chva phl hop véi didu kién
lam viéc lién tuc 24/24 gid.

5.1.3. Dwong dén vién két néi tiv may dap
vién dén may lau vién va tir may lau vién
dén may do kim loai

- Thiét k& phl hop dé vién sau khi ra khéi may
dap vién c¢6 da do nghiéng dé chay vao ngd
vao cla may lau vién. Va, dé dang Iy méau
vién & cac ngd ra cua may dap vién.
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5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. 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 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 maich 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.

- in case of horizontal tablet deduster, 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 {o
the tablet metal detector

- 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.
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- Di v&i cac may dap vién co 2 ngd ra ndm &
2 bén, dwong dan vién phai dwoc thiét ké gép
lai thanh 1 dwong dan vién sac cho vién khdng
bi roi, b& nhung van dam bao dd do nghiéng
dé vién chay vao ngd vao cla may lau vién,
- Bam bao khdng gian lam viéc sau rd hirng
vién voi kich thwéce 1a = 900mm (nhw Hinh 2).
- Ng6 ra clia may lau vién phai c6 dudrng dan
két ndi v&i may do kim loai sao cho dé dang
lay mau vién & ngd ra cGia may lau vién.
6. YEU CAU CHUNG
6.1. Phi hop vé&i luat, cac qui dinh va tiéu
chuan

- Tiéu chuan GMP: Thiét bi phai dap (rng tiéu
chudn WHO-GMP, EU-GMP, GMP Nhat Ban,
PiCs-GMP.
- Tiéu chudn dién: thiét bi phai dat tiéu chuin
IEC hoéc I1SO.
- D8 6n: khéng viret qua 85 dB trong pham vi
1 mét.
6.2. Hé thdng phu tror sin ¢é :
- Ngudn dién;

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

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

- Cac chi tiét tiép xuc v&i trie tiép san
phdm: lam ti¥ inox 304 ho&c 316L: nhwa va
keo dwgc phép dung trong dwoc phdm (hodc
tvong dwong), khdng dwgc xay ra phan rng
héa hoc gdy anh hwéng chat lrong san pham.
6.4. Yéu cau vé dién

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

- Béo vé ro ri dién: Thiét bi can co day tiép
dat,

- Sau khi mét dién: may khong duoc tu
déng chay ma phai dugc khdi dong lai béi
nguwei van hanh.

- Khi ¢6 sw ¢6 mét dién: cac dir liéu van
hanh duwgc Iwu lai va co thé si dung khi cé
dién tré lai.
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- In case the tabieting 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 fail, however, the guiding lines still ensure
enough alignment level for the tablet to fall into the
tablet deduster inlet.

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

- 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 cutlet of the deduster.

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

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

- Electrical standard: Equipment must satisfy IEC or
ISQ.

- 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 equivaient 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 cu thé tinh ndng chéng

nwoc bui.

- Nt dirng khan cap duwoc dat & vi tri thuén

tién dé dirng may ngay lap tirc,

6.5. Yéu ciu vé nGt nhan van hanh :

reguired.
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- 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 khgi dong/ Start button Xanh/ Green

Nut dirng/ Stop button Dd/ Red

NUt dirng khan cap X Kiéu: xoay d& mé khoa
D6/ Red

Emergency button Type: Turn-reset

Nt resel/ Reset Vang/ Yellow

6.6. Yéu cau vé hé théng khi nén

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

- Khi nén sl dung tiep xtic trwc tiép voi san
phdm phai thda man cac tiéu chudn yéu céu
cta DHG.

6.7. Yéu cau vé vé sinh, bao tri, stra chira
- X& ly bé& mat cac chi tiét tiép xtc trye tiép véi
san pham: phai nhdn bong dé dé vé sinh.

~ V& bao che: Thiét bi sé dwoc lap dat trong
phong sach (cAp sach D) nén vé bao che phai
dwoc 1am bang inox 304 (hodc vat liéu twong
duong).

- Khung may cd két cu clrng virng, it rung
doéng khi van hanh.

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

- Cac bd phan chuyén dong phai duvgc bao
che ddy du dé dam bdo an toan va tranh tap
nhiém.

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

- Cung cép dién tich tiép xtc truc tiép véi san
phadm dé& DHG thdm 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 thdu can cung cap cac vat tw tiéu hao
trong vong 1 nam.

6.6. Pneumatic

requirements
- The machine must have an appropriate reguiator (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 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 gqualification

- 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 cép danh sach phu kién
cung v&i bao gia.
6.9. Huan luyén van hanh

Nha thau phai t& chire huan luyén cho
ngwedi st dung vé trinh tw van hanh va vé sinh
may cling nhw phwong phap thao 1ap may va
bao tri.
6.10. Yéu cau vé nhan nhan dang
- Cac thiét bi phai dwoc dit ma sb va duogc
dan nhan nhan dang.
7. THAM BINH THIET Bl VA NGHIEM THU
7.1. Mirc dd can thiét

Tién hanh chon cac diéu kién dwéi day:

Mau: P13/F09-BI
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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 ACCEPTANGCE TEST
7.1. Necessary conditions

Choosing conditions below:

Piéu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT H |
SAT | =
Tham dinh/ Qualification % =
CSV (Computerized System Validation) = 1

7.2. Pham vi trach nhiém, nghia vu:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu
Cdng viéc Responsibility, obligation Ghi chua
Tasks Poi tac/ DHG Note
Parther
Thirc hién ty kiém tra truée khi Thue hian/
_: xuat xwéng/ Check machine before eL':gcu:een -
Tw kiém tra | release the machine
Self-checki . , . . .
elrenecking Bao cdo tu kiém tra trwdc khi| Thye hign/ Phé duyat/
xuat xwong/ Report execute approve
Dé& cuwong/ Protocol
FAT Thire hién/ Execute
Bang ghi chép két qua/ Report
x . 3 Soan thao/ Phé duyét/
Kidm tra | Bang de curong/ Protocol orepare approve
Xac nhan | Thiyc hign (Lam thic t8)/ Execute | THWChien/ | Nhan chimg/
nghiém thu execute witness
SAT B4o caof Report Soan thao/ Phé dUYéU
prepare approve
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Trach nhiém, nghia vu
Codng viéc Responsibiity, obligation Ghi chu
Tasks Poi tac/ DHG Note
Partner
Bang de cwong / ) Soan thao/ | |
Protocol prepare Ap dung cho
DQ Thuc hién/ Execute ) Thuwe hién/ | may lau vién
execute Applying for the
Bao cao/ Report - Phé duygt/ | deduster
‘ approve
Bang de cuwong/ ) Soan thao/
Protocol prepare Ap dung cho
Tham dinh | g Thue hién (Lam thue i Thye hién/ | may lau vién
Qualification te)/ Execute execute Applying for the
Bao cao/ Report - Phé duygt/ | deduster
approve
Béng dé cuwong/ i Soan thaof
Protocol prepare Ap dung cho
0Q Thwe hién (Lam thwe Thuwe hién/ | may lau vién
t&)/ Execute ) execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
_ Biéu mau/Form
H'eli Thuwc hién (Lam thwe
chuan té)/ Execute
Calibration
, B&o cao/ Report
Tham dinh o e i
Qualification Bang dé cuwong / ) Soan thao/
Protocol prepare Ap dung cho
PQ Thiee hién (Lam thuwe i Thire hién/ | may lau vién
té)/ Execute execute | Applying for the
Bao cao/ Report - Phé duyay/ | deduster
approve

7.3.Diéu kién nghiém thu

7.31.

7.3.2.

7.3.3.

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

V2 thiét bj: Ban giao ddy dt thit bi kem
theo, d& ngh& va phu ting thay thé dy
phong.

V& van hanh: Thiét bj phai dap trng diéu
kién hoat ddng lién tuc khéng dirng may
trong 24 gi®. Va, san phdm khong bj sai
léch v& mat hinh thire va dwerc 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
PHG proposed.

Device: Handover all accessories, tools, spare
parts.

Operation:
continuous operation in 24 hours. And, the

The system must salisty 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 diroc néu bén duwdi:
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8. DOCUMENTS

Provide documents below:

Céng viée Hb so $é lwong Ghi cha
Process Document Quantity Note
Hb so théng sbé ky thualt/ Documents and 01 Bo/
N drawings 01 Set
Ho so 01 Ba/
bao gia Bao gia/ Quotations -
: 01 Set
Quotation 04 B3/
2 Q
Hop dong/ Contract 04 St
A P 2 I ry ~
Ho tiétka/ | BaNg thong b ché taol speciicatn|  01Bo/ | B xac nhan (pge
nnan INICLXe/ | yocuments and drawings 01 Set uye ) or
Design confirmed purpose
X
HO so Dé& cuong va ké hoach/ Protocol
thiet ké/ —
DQ Bao céo/ Report
Bao gdbm cac
r i~ R
Tu kiém tra/ | Bao céo nha san xuét ty kiém tra truwde 01 Bo/ ;:hu’ng nhbahn k;]enm
self-checking | khi xuét xwdng/ Report 01 Set ra, cac Do p .a n
chinh / Including
main parts certificates
Hb so FAT/ | P& cwong/ Protocol
FAT documents | Bang ghi chép/ Report
Ho so Pé cwong kiém tra/ Protocol %11 ggtl
kiém tra va 01 Ba/
xac nhan | Bang ghi chép kiém tra/ Report 01 Set
ngh!ém thu/ L . . 02 Bo/
SAT documents | Bién ban nghiém thu/ acceptance minutes 02 Set
A EQ
R Pé cuong/ 0Q
Hbé so thdm | Protocol : .
dinh/ Hiéu chuan/ Calibration
Qualification . 1Q
documents Bao cao tham 0Q
dinh/ Report — <
Hiéu chuan/ Calibration
Huwdng dan van hanh/ Operation instruction %1 SB;/
Ban vé tdng thé trang thiét bi, hinh cac bo
Khs phan, ban vé bd tri/ Drawing: general, parts,
ac equipment position
Others 0186/
Danh sach phu tung/ Spare parts fist 01 S;
Ban vé lién quan dén dién, cac dung cu 01 Ba/
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 sot):

- Bén cung cap thiét bj phai dadm bao thiét
bi dap (rng di cac thong sé ky thuat-chat
lweng ma Dwoc Hau Giang da dat hang.
- Thiét bi phai dap (rng san xuéat dwoc cac
san pham ma Dwoc Hau Giang da néu
trén. Trwong hop ma thiét bi khéng dap
trng san xuét cho 1 s&n phadm nao dé ma
nguyén nhan thudc vé thiét bj thi nha cung
cAp phai khic phuc va chiu chi phi vé van
dé do.
- Thoi gian bao hanh téi thiéu 12 thang
tinh tlr ngay nghiém thu thiét bi.

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

Bao mat thong tin:
- TAt ca thong tin dwoc trinh bay va bi mat
kinh doanh cla ca hai bén chi dwgc sk
dung cho trwedng hop nay va khdng dwgc
tiét 160 hodc dwa cho bén thir ba
- Trwdng hop song phwong cé thanh qua
tr y twdng, phat minh trong qua trinh thiét
ké va st dung hé thdng/ thiét bj trong hop
ddng mang lai. Néu c6 dw dinh ndp don
xin quy&n s hiru cong nghiép, can théng
bao trwdc cho dbi tac, cling thao luan va
dwa ra quyét dinh.

9.2,

9.3.
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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 probiem.

- 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. TiINH TRANG BAN HANH, SUPA BOI 10. REVISION HISTORY
Muc Noi dung stra doi
Section Content
Lin ban hanh/ Version: 1, Ngay phé duyét/ Approved date: K8 [0 Jl0d5.....

Ban hanh m&i

New issue
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DHG PHARMA Hé théng/Thiét bi:
V! mét cu@c séng khde dgp hou M AY LAU VIEN NEN

USER REQUIREMENTS
SPECIFICATION
System/Equipment:
TABLET DEDUSTER

e MAu: P13/F09-BI
Form
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Form's version

Sé: ME/2025/01/URS/M313-13
No.

LAn ban hanh: 01

Version

® Tén hé thdng/thiét bi/System/equipment name: May lau vién nén / Tablet deduster
® M3 sé hé thdng/thiét bi/Systemlequipment code: M313-13
® Model (Néu cé/if any): N/A

® |y do ban hanh/Reason for issued:

1 Lédp m&i

New installation

£ Khi ¢6 thay ddi
When changing

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

Ho va tén
Full name

Ky tén Ngay
Signature Date

Nguwoi thwe
hién
Implemented by

Tran Nam Hwng
(Nhan vién T4 thiét bj san xuat /
Staff of Production Equipment Group)

N L8] 0L |02

Nguw&i xem xét

Nguy&n V&n Phi
(T trwdng T thiét bi san xuat /

Team leader of Production Equipment Group)

. [ = 28 /0L 200 gl

Lé H{ru Hanh
(Quan déc xwéng 1/
Manager of Factory 1)

](/U"(/ A8/ 021035

L—

Tran Minh Luan
(Trwdng Phong nghién ctru va phat trién /

//@ B )g / cﬂz /2@ 25

Reviewed by )
RD Manager) S e
Tran My Thién r—
(Phé Phong Co dién / i W/‘ﬁ
)// ” -~
- 0 (}’ o2 | Jolh
Deputy Head of ME) Z// / e
Katsunori Osawa
(Trwéng Phong Co dién / W RE/S _ / g o
] / 202
ME dept. Manager) k’K nﬁ' U~ 28/12 /ZL )
Nguwdi phé Tran Binh Thuan
duyét (Trwdng Phong Quan ly chéat lwong / Yall | S8/0:2 2025

Approved by

QM dept. Manager)

i
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1. MUC BiCH
Dau tw bd sung may lau vién, may hat bui
va duérng dan vién cho may dap vién hién
hivu ctia Xwdng 1.

Nang cao nang suat chat lwong nham dap
(rng nhu cau chéat lvong clia EU-GMP.

2. PHAM VI CONG VIEC

Tén hé thdng/thiét bi: May lau vién, may

hat bui va dwdng dan vién.

Sé lwgng: 01 day chuyén

Vi tri Iap dat: Cong ty ¢d phan Dworc Hau

Giang ~ Chi nhanh Nha may dwoc pham

DHG tai Hau Giang (Xwdng 1).

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

+ Phong |ap dat: Phong 033.

+ Cac ban vé lién quan:

+ Ban vé xuwdéng 1:

2.2
2.3

i i t ]

Ma&u: P13/F09-BI

Form
Lan ban hanh cda mau: 20
Form's version

1. PURPOSE

tnvest New tabiet 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: tablet deduster,
vacuum cleaner and connector.

22 Quantity: 1 line

2.3 Instaliation 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;
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+ Kich thwée phong |8p dat thiét bi

| +

May lau vién
Tablet deduster

May dap vién
Tablet pressing |«
/ machine =

May do kim loai
i~ Metal detector

1000mm

2900mm

+ Diéu kién mai trwdng :
+ Nhiétdo: 22+ 2°C
+ Am d6: 35 £ 5%
+ Céapsach: D
2.4 Pham vi trach nhiém, nghia vu: Theo

Ma&u: P13/F09-BI

Form

L&n ban hanh ctia mau: 20

Form'’s version

2750

Figure 2. illustration figure of Layout dimensions of Installation room

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

Installation room dimensions:

C
Room

1100

1450

Mau doé/Red: Pham vi c¢dng viéc nha thau/
Manufacturer's scope of work
Mau xanh/Blue: Pham vi céng viéc cua DHG/
DHG's scope of work

Hinh 2. Hinh minh hoa Kich thwéc mét bing phong I8p dat thiét bi

bang dudi table below
Trach nhiém,
nghia vu
Phén loai Ngi dung cong viéc Responsibilities and Ghi chu
Classification Content _obligations Remark
boi tac
Partner DHG
Thiét ké/ Design | =
Ché tao/ Fabrication ] B
FAT
Van chuyén/ Transportation M B Incoterm 2020 :
DDP
Thiét bi/ L&p dat/ Installation | i
Equipment | Bidu chinh/ Adjustment ] (=
Tham dinh/ Qualification %] V1
SAT ) ]
Huén luyén nhan vién/ Training for staff %} =
Kiém tra trong qua trinh s&n xuét/ Check
: Y = |
in the actual production
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preparing cost)

Trach nhiém,
nghia vu
Phan loai Néi dung cbng viéc Responsibilities and Ghi chi
Classification Content obligations Remark
Doi tac
Partner DHG
Cai tao hé théng, thiét bi phu tro dap
(ng van hanh/ = L
Phu trof Renovating upstream utility
Utility works e A L,
Két ndi v&i hé thong phuy trg/ Connecting ¥
utilities
Thay dbi kién truc/ Architecture works
Khac/ Others | vat figu van hanh thiy Preparing the
Material for FAT, Qualification, SAT (including = v

GUi nguyén liéu (bao gém chi phi glri)/
Sending the material (including delivery cost)

people

Chi phi nh@n sw thiee hién FAT (vé may
bay, khach san,...) cho 2 nguwdi / cost for
FAT executing (airplane ticket, hotel fee,...) of 2

existing machine

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

25 Thoi han giao hang theo hop ddng
{(khéng phai GMP): 5 thang ké tir khi xac
nhan dat hang.

2.6 Diéu kién bao gia va thanh toan (Theo
yéu cau clia DHG) (Khdng phai GMP):

+ Db6i v&i Nha cung clp nwéc ngoai cb it
nhat 1 dai dién tai Viét Nam

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

+ Béao cao tai chinh kiém toan/nép cho co
guan thué cac nam 2022. 2023, 2024,

+ Coé ligt ké cac dy an da thwe hién trong tyr.
Co6 hop dbng, bién ban nghiém thu, ban
giao dwa vao sz dung/bién ban thanh Iy
hop dong.

2.6.1 Bang béo gia:

+ Phai 1a ban gbc co6 tén cong ty, chir ky,
ddng dau.

2.5

2.6

Delivery time according to the contract (not GMP):
5 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 certificate, related
licenses.

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

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

2.6.1 Quotation:

+

Must be original with company name, sighature and
seal.
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+

Thé hién chi tiét cac dac tinh, thong sb ky
thuat thiét bi, cac wu diém ndi bat thiét bi
(néu co).

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

Bao gia cé thoi han tir 2 thang tré 1én ké
tlr ngay bao gia cd hiéu lwc

Thoi gian bdo hanh thiét bi, tbi thiéu 12
thang ké tr ngay nghiém thu.

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

2.6.2 Thanh toan

+

.+.

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

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

Thanh todn 30% gia tri hgp ddng con lai
frong vong 30 ngay lam viéc sau khi hoan
tat nghiém thu hop ddng va DHG nhan
dwoc bdo lanh bao hanh.

Pdng tién thanh todn: Viét Nam Bong.

2.6.3 Bao lanh thanh toan

+

Bao ianh tam (rng: twong dwrong gia tritam
trng, cb hiéu e tir ngay phat hanh dén khi
gia tri tam (rng dwec hoan tra hoan toan.
Bdo lanh thuc hién hop déng: Téi thiéu
10% gid tri hop ddng, c6 hiéu lwe tr ngay
phat hanh &é&n khi két thic cac nghia vy
hop dong.

Bao lanh bao hanh: Téi thiéu 5% gia tri hop
dong, co hiéu lye tir ngay nghiém thu dwa
vao sl dung dén két thic thei gian bdo
hanh.

Mau: P13/F09-BI

Form

L4n ban hanh cGa 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 coentract 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

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 1
Tablet deduster
2 May hut bui céng nghiép 1
Industrial dust collector
Puwong dan vién két néi tr 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
E ——
May dap ;én
Khi nén
C d ai
ompressed air i J:[,:F— .
cabinet ]: | N\ |
| 2700
X /
J" ‘/ T > - B
L - \ . - it il I-\L
‘E] \ ) T 'ﬂfg May lau vién
May hut ” Tablel deduster
bui 1100
) Dust IEE i :
( callector :[ir'-ﬁ._, ‘—]:75
— i T

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

* Ghi chi: don vi do d6 dai la mm
Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So @4 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 sb clia cac san phdm lién quan: | - Related parameters of the products:
Kich thwérc vién & o oo Pé cirng
3 Tablet Dimension Bé day vién Trgnqn vién
STT Hinh dang Tablet lwong vién Tablet
e vién (mm) Thickness | Tablet Weight | | . ::j n:ss
" | Tablet shape Dai = = =
ai Réng | Bwéng kinh
Length | Width | Diameter i) (mg) (kp)
1 Caplet | /98- | 396- 2.90-849 | 93-1191 | 5.71—24.06
19.72 | 9.08 : : : :
Oval figg= || WL 2.32-6.89 | 85-762 | 3.87—19.06
Round tablet 6.01—14.05 | 2.66-6.49 | 86945 | 2.96— 16.82
Hexagonal | 12:98 - | 14.90 - 6.03-6.37 | 808—841 |15.70—23.65
13.03 | 14.95 ' ' ' :
5 | Trangular | %9~ 3.75-4.65 | 167-207 | 4.69—14.98
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5. YEU CAU VE HE THONG / THIET BI

5.1. Yéu cau dic biét

5.1.1. May lau vién

- Cac chlrc nang c6 thé cd nhu st dung khi
nén, lwc hat chan khéng, chuyén déng rung,
chuyé&n ddng quay hodc chirc nang khac dé
lau sach bui bam trén b& mat vién sau khi ra
khéi may dap vién.

- N&ng suét lau vién téi thiéu: 129.600 vién/gio
- Cac thong sb néu cé nhu toc do, mic dd
rung va lwu lwgng khi nén co thé diéu chinh
phli hop voi tbe d6 may dap vién dé dam bao
sau khi lau vién sach bui, khdng anh huwéng
dén cam quan vién (dat v& cdm quan).

- Kich thwée : Ngé vao clia may phai phl hop
véi chidu cao mang ra cla may dap vién
(théng tin tham khao : chiéu cao mang ra cla
may dap vién la 1100mm) dé dam bao sau khi
két ndi thi vién co thé di chuyén tlr may déap
vién dén may lau vién.

- PAu ra clia may lau vién co thé diéu chinh
dwoc, phai phi hop véi chiéu cao ciia may do
kim loai (théng tin tham khao: chiéu cao cla
may do kim loai la 750mm).

- Ngb ra clia may lau vién phai dwoc thiét ké
dwdng dan dé tranh viéc vién sau khi ra khai
may lau vién bi roi, bé.

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

- Péi v&i may lau vién dang ndm ngang, chiéu
cao may phai diéu chinh dugec.

5.1.2. May hut bui

- Ngudn dién st dung phti hop véi hé thong
phu tree hién co.

- Loc bui bao gdm Loc chinh cé chat liéu Ia tui
vai polyester va Loc Hepa (c6 loc dir phong).
- Ap sudt hit va lwu lwgng khi hat co thé diéu
chinh @& phu hop voi diéu kién lam viéc cla
may lau vién.

- Céng sudt va strc chira phl hop vai didu kién
lam viéc lién tuc 24/24 gio.

5.1.3. Dwirng din vién két ndi tir may déap
vién dén may lau vién va tlr may lau vién
dén may doé kim loai

- Thiét ké pht hop dé vién sau khi ra khdi may
dap vién c6 dd dé nghiéng dé chay vao ngd
vao cla may lau vién. Va, dé dang lay mau
vién & cac ngd ra cha may dap vién.

Mau: P13/F09-BI

Form
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5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. 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 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 tahlet 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
vacuurn connecltion gate for connecting the dust
collector.

- In case of horizontal tablet deduster, 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

- 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,

915
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- D6i v&i cac may dap vién co 2 ngd ra ndm &
2 bén, dudng dan vién phai dwoc thiét ké gop
lai thanh 1 dwéng dan vién sao cho vién khong
bi roi, bé& nhwng van dam bado da 46 nghiéng
dé vién chay vao ngé vao clia may lau vién,
- Bdm bao khong gian 1am viéc sau rd hirng
vién v&i kich thuéce la 2 900mm (nhw Hinh 2).
- Ngd ra clia may lau vién phai cé dwérng dan
két néi v&i may do kim loai sao cho d& dang
ldy mau vién & ngd ra clla may lau vién.
6. YEU CAU CHUNG
6.1. Phu hop véi fudt, cac qui dinh va tiéu
chuan

- Tiéu chuén GMP: Thiét bj phai dap tng tiéu
chuan WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP.
- Tiéu chudn dién: thiét bj phai dat tiéu chuén
IEC hodc [SO.
- D6 6n: khéng virot qua 85 dB trong pham vi
1 mét.
6.2. Hé théng phu tro sin cé6 :
- Nguén dién:

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

+ 230VAC (+5%, ~10%) /1pha/50Hz
- Khi nén: dap trng t&t & didu kién ap suét tir
0.60 MPa - 0.65 MPa (6 bar - 6.5 bar).
6.3. Y&u cau vé co khi

- Cac chi tiét tiép xic v&i trwc tiép san
pham: fam tir inox 304 hodc 316L; nhya va
keo dwoc phép ding trong dwoe phdm (hodc
twong duong), khdng dwoce xay ra phan tng
héa hoc gay anh huwdng chét lwong san pham.
6.4. Yéu ciu vé dién

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

- Bao vé& ro ri dién: Thiét bj cAn co day tiép
aét.

- Sau khi mét dién: may khdng duoc tw
ddng chay ma phai dwgc khdi déng lai boi
ngwéi van hanh.

- Khi c6 sy ¢d mét dién: cac di lidéu van
hanh dwoc lwu lai va c6 thé sir dung khi co
dién tro lai.

Mau: P13/F09-BI

Form
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- In case the tableting 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.

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

- 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.

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

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

- Electrical standard: Equipment must satisfy IEC or
1S0.

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

6.2. Specifications of the availabie 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 (8 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 cu théd tinh néng chéng

nwéce bui.

- NGt dirng khan cap dwoc dat & vi tri thuan

tién dé& dirng may ngay lap tec.

6.5. Yéu cau vé nGt nhan van hanh :

required.

Mau: P13/F09-BI

Form

Lan ban hanh cia mau: 20
Form's version

- Electrical cabinet: Water, dust proof property is

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

6.5. Operating button specifications:

Mau sac Ghi chu
Color Remark

Nt kh&i ddng/ Start button Xanh/ Green

Nut dirng/ Stop button D6/ Red

Nt dieng khan cap X Kiéu: xoay dé& mé& khoa
Do/ Red

Emergency button Type: Turn-reset

Nut reset/ Reset Vang/ Yellow

6.6. Yéu cau vé hé thdng khi nén

- Thiét bi phai co6 bé chinh ap khi nén va loc
phu hop. ) )

- Khi nén st dung tiép xdc trwc tiep véi san
pham phai théda man cac tiéu chuln yéu ciu
cta DHG.

6.7. Y&u cdu vé vé sinh, bao tri, s(ra chiva
- Xt ly b& mat cac chi tiét tiép xGc tryc tiép véi
san pham: phai nhin béng dé dé vé sinh.

- V& bao che: Thiét bi s& dwec |&p dat trong
phong sach (cip sach D) nén vé bao che phai
dwoc lam bang inox 304 (hodc vat liéu twong
duwong).

- Khung may c6 két cau cleng virng, it rung
déng khi van hanh.

- Hé truyén ddng dwoc thiét ké hoat déng én
dinh va lién tuc.

- Cac bd phan chuyén ddng phai dwgc bao
che day di d& dam bdo an toan va tranh tap
nhiém.

- D& 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 xdc trye tiép voi san
pham dé& DHG thdm dinh vé sinh

- Dé thay ddi bd phan may: May phai dwgc
thiét ké dé& dé thay ddi cac bd phan may.

6.8. Yéu cau vé phu kién

- Nha thau can cung cap céc vat tuv 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 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 gualification

- 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. Huén luyén van hanh

Nha thau phai t& chirc hudn luyén cho
ngudi slr dung v trinh tw van hanh va vé sinh
may cling nhw phwong phap thao 1ap may va
bao tri.
6.10. Yéu cau vé nhan nhin dang
- Cac thiét bi phai dwoc dat ma sb va dwoc
dan nhan nhan dang.
7. THAM BINH THIET Bl VA NGHIEM THU
7.1. Mirc do can thiét

Tién hanh chon cac didu kién dudi day:

M&u: P13/F09-BI

Form

Lan ban hanh cla mau: 20
Form’s version

- The vendor needs to attach the spare parts checklist

together with the quotation.

6.9. Operator fraining

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 = %]
SAT | =
Tham dinh/ Qualification | =
CSV (Computerized System Validation) = ]

7.2. Pham vi trach nhiém, nghia vu:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu
Coéng viéc Responsibility, obligation Ghi cha
Tasks 'BPOl tac’ DHG Note
artner
Thwc hién tw kiém tra trede khi Thuc hién/
- xuat xwdng/ Check machine before e :en -
Tw kiem tra | release the machine execute
Self-checki . . .2 . .
eHrenecing Bao cao ty kiém tra trwéc khi| Thue hién/ Phé duyét/
xuat xwdng/ Report execute approve
Dé cwong/ Protocol
FAT Thirc hién/ Execute
Bang ghi chép két qua/ Report
. = 5 Soan thao/ Phé duyét/
Kidm tra | Bang dé cuwong/ Protocol orepare approve
xac nhan | thyc hign (Lam thuc t)/ Execute | THWChién/ | Nhan ching/
nghiém thu execute wilness
SAT Bao cao/ Report Soan thao/ Phé duyét/
prepare approve
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Trach nhiém, nghia vu
Cong viéc Responsibility, obligation Ghi cha
Tasks E:‘(;:t iaetjl DHG Note
Bang de cuong / i Soan thao/ |
Protocol prepare Ap dung cho
DQ Thige hién/ Execute ] Thuc hién/ | may lau vién
execute Applying for the
Baoc cao/ Report - Phé duyet/ | deduster
approve
Béng dé cuong/ ) Soan thao/
Protocol prepare Ap dung cho
Tham dinh | | Thure hién (Lam thyre ) Thie hién/ | may lau vién
Qualification te)/ Execute execute Applying for the
Bao c&o/ Report - Phé duygt/ | decuster
approve
Bang de cuong/ i Soan thao/
Protocol prepare Ap dung cho
Thue hién (Lam thire Thwe hién/ | may lau vién
0oQ A - y
te)/ Execute execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
_ Biéu mau/Form
Hieg Thuwc hién (Lam thye
chuan t&)/ Execute
Calibration
R _ Bao cao/ Report
Tham dinh _ < -
Qualification Bang dé cwong / ) Soan thao/
Protocol prepare Ap dung cho
PQ Thue hién (Lam thire ) Thwe hién/ | may lau vién
té)/ Execute execute Applying for the
Bao céol Report i Phe duyet/ | deduster
approve

7.3. Diéu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

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

V4 thiét bi: Ban giao day dd thiét bi kem
theo, dd nghé va phu tung thay thé dv
phong.

V& van hanh: Thiét bi phai dap &ng diéu
kién hoat dong lién tuc khdong dirng may
trong 24 gi&. Va, sdn pham khong bi sai
léch v& méat hinh thirc va dwoe Jau sach
bui sau khi di qua thiét bj.

7.3. Acceptance conditions

7.3.1.

7.3.2.

7.3.3.

Document: Supplier submits ali document which
DHG proposed.

Device: Handover all accessories, tools, spare
parts.

Operation: the
continuous operation in 24 hours. And, the

The system must satisfy
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 hod so dwoc ndu bén dudi:

M&u: P13/F09-Bl

Form

Lan ban hanh cGa mau: 20
Form's version

8. DOCUMENTS

Provide documents below:

Céng viéc Ho so S6 lwong Ghi chu
Process Document Quantity Note
Hb6 so théng sb ky thuat/ Documents and 01 Bo/
H3 drawings 01 Set
0so "
bdogia | Bao gia/ Quotations 01 Bo/
. 01 Set
Quotation 04 B3/
5 Q
Hop déng/ Contract 04 Set
A x X ’ ~ n
r';'f’ Stg i(talf‘ ;| Béng théng s ché tao/ Specification 01 B&/ ?e 3‘?0 ”h?n (p:_e
nhan tiet Ke/ | yo0uments and drawings 01 Set uye ) or
Design confirmed purpose
A N £
HO so Dé cuwong va ké hoach/ Protocol
thiét ke/ P
DQ Bao cao/ Report
Bao gbm cac
Tw kiém tra/ | Bao cdo nha san xuét tw kiém tra trurdc 01 Bo/ ;:hunq nhbann k;]enm
Self-checking | khi xuat xwéng/ Report 01 Set rd cac b phan
chinh  / Including
main parts certificates
Hb so FAT/ | D& cwong/ Protocol
FAT documents | Bang ghi chép/ Report
Hb so Bé cuwong kiém tra/ Protocol %1 gg}/
kiém tra va - 01 Bo/
Xac nhan Bang ghi chép kiém tra/ Report 01 Set
nghlém thu/ . . o 02 Bo/
SAT documents | Bi&én ban nghiém thu/ acceptance minutes 02 Set
. / 1Q
bé cwong
Hé so thdm | Protocol O.Q X
dinh/ Hiéu chuan/ Calibration
Qualification X 1Q
documents Bao cédo tham 0a
dinh/ Report — <
Hiéu chuan/ Calibration
Hwéng dén van hanh/ Operation instruction %1 ggt/
Ban vé tong thé trang thiét bj, hinh cac b6
. phéan, ban vé bo tri/ Drawing: general, parts,
Khac cqui t
quipment position
Others 01 Bo/
Danh sach phu tung/ Spare parts list 01 Set
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) (khong phai
GMP)
9.1. Thei gian bao hanh (dam bao trach
nhiém sai sot):

- Bén cung cap thiét bi phai dam bao thiét
bi dap (rng AU cac théng sb ky thuat-chat
lwrong ma Dwoc Hau Giang da dat hang.
- Thiét bi phai dap (rng san xuat dwoc cac
san phdm ma Dwoc Hau Giang da néu
trén. Trwdrng hop ma thiét bi khéng dap
(rng san xuat cho 1 san phdm nao d6 ma
nguyén nhan thudc vé thiét bi 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 bj.

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

Bao mat thong tin:
- T4t ca thong tin dwoc trinh bay va bi mat
kinh doanh cla ca hai bén chi dwgc s
dung cho trwdng hop nay va khéng dwoc
tiét 16 hodc dwa cho bén thir ba
- Trerng hop song phwong cé thanh qua
tr y twdng, phat minh trong qua trinh thiét
ké va st dung hé théng/ thiét bi trong hop
ddng mang lai. Néu c6 dw dinh ndp don
xin quyén s& hiru céng nghiép, can théng
bao trwdc cho dbi tac, cling thdo luan va
dwa ra quyét dinh.
TiINH TRANG BAN HANH, SUA BOI

9.2.

9.3.

10.

9.

10.

Mau: P13/F09-BI

Form

Lan ban hanh cia 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 duy@t/ Approved date: 8.0 [2045....

Ban hanh mai
New issue
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Vi mit cudc séng khde dep hon

Hé théng/Thiét bi:
MAY LAU VIEN NEN
USER REQUIREMENTS

SPECIFICATION

System/Equipment:

TABLET DEDUSTER

YEU CAU NGUO1 SU’ DUNG

Form

e Mau: P13/F09-BI

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

No.

Sé6: ME/2025/01/URS/M313-14

Version

Lan ban hanh: 01

® Tén hé théng/thiét bi/System/equipment name: My lau vién nén / Tablet deduster
® M3 sb hé thdng/thiét bi/System/equipment code: M313-14
® Model (N&u co/if any): N/A

® |y do ban hanh/Reason for issued:

1 LAp m&i

New installation

£ Khi co6 thay dbi
When changing

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

L—

Ho va tén Ky tén Ngay
Full name Signature Date
Ngui thye Tran Nam Hung
hién (Nhan vién Té thiét bj s&n xuat / -/(jl‘/ ozg} 001/05 045
Implemented by Staff of Production Equipment Group) e
Nguyén Van Phi )
(Té trwdng T4 thiét bj san xuéat / ji_ 2802/ )0)C
Team leader of Production Equipment Group) :
Lé Hiru Hanh , /
' 4 ,ffbf(/ [ -
(Quan dbc xwéng 1/ ‘FOL - AL (02[1034
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y , Tran Minh Luén
NQU’OT' xem xet (Trwdng Phong nghién cru va phat trién/ | ~ /&éuc{. 25'”/62 /2025
Reviewed by RD Manager) .
Tran My Thién gy
y e
(Phé Phong Co dién / ( /f// ot 9902|2025
Deputy Head of ME) 4
Katsunori Osawa
(Trwéng Phong Co dién / t\\ 9% Zg/w /2‘
/ P28
ME dept. Manager) K Hg/@ :
Nguwi phé Tran Binh Thuan ——
duyét (Trwdng Phong Quan ly chat lwong / 7{(({@[/{ M0 ) 025

Approved by

QM dept. Manager)

-
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PHONG CO PIEN/ ME DEPT.

Sé/No.: ME/2025/01/URS/M313-14

1. MUC PiCH
Dau tw bd sung may lau vién, may ht bui
va dudng dan vién cho may dap vién hién
hiru cda Xuwéng 1.

Nang cao nang suat chét lwgng nhdm dap
(ng nhu cdu chat lwong ctia EU-GMP.

2. PHAM VI CONG VIEC

Tén hé théng/thiét bi: May lau vién, may

hut bui va dwéng dan vién,

S& lwong: 01 day chuyén

Vi tri 13p d&t: Cong ty ¢d phan Duwoc Hau

Giang — Chi nhanh Nha may dwoc phdm

DHG tai Hau Giang (Xwdng 1).

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

+ Phong lap dat: Phang 041.

+ Céac ban vé lién guan:

+ Ban vé xuwdng 1:

2.2
2.3

Mau: P13/F09-BI

Form

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

1. PURPOSE

invest New 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: tablet deduster,
vacuum cleaner and connector.

2.2  Quantity: 1 line

23 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 041.
Reilated drawings:
+  Factory 1 layout:

i ] l
e T T LT T Rt i e e ]

y g % ;

1] i

e

shrvhmmb e e T R R F TR DR be T

D |

i ; i N i | i
m,.m,;m,rm{*_\rrm L e _y mR LTy e

® O Do

L]

©

Vi tri hién tai clia phong san xudt

Existing production room location

Hinh 1. Ban vé mit bang Xwéng 1
Figure 1. Layout drawing of Factory 1
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+ Kich thwéc phong lap dt thiét bi : |

May dap vién
Tablet pressing 44—
/ machine =%

May lau vién — . May do kim loai

Tablet deduster =% Metal detector
1000mm
2900mm

v Y

Mau: P13/F09-BI

Form

L4n ban hanh ctia mau; 20

Form’s version

+ Installation room dimensions:

2100 1000 1400

Mau do/Red: Pham vi cbng viéc nha thau/
Manufacturer's scope of work

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

Hinh 2. Hinh minh hoa Kich thwéc mét bang phong 1ap dat thiét b
Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién méi truong :
+ Nhiétds: 22+5°C
+ Am d6: 50 + 15%

+ Room conditions:

+ Temp:22%5°C
+  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 duéi table below
Trach nhiém,
) nghia vu o
Phén loai Noi dung cdng viéc Responsibilities and Ghi chu
Classification Content _obligations Remark
boi tac
Partner DHG
Thiét ké/ Design | =
Ché tao/ Fabrication %] 8
FAT
. 2 2020 :
Van chuyén/ Transportation M =} Incoterm 20
DDP
Thiét by | L3p dat/ Installation VI =
Equipment | Pjédu chinh/ Adjustment 4] B
Tham dinh/ Qualification 4] V]
SAT | %
Huan luyén nhan vién/ Training for staff %] =
Ki&m tra trong qud trinh san xuét/ Check
; ) = )
in the actual production
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Form
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Form'’s version

Trach nhiém,

. ) nghia vy
Phén loai Néi dung céng viéc Responsibilities and Ghi chu
Classification Content obligations Remark
Déi tac
Partner DHG
Cai tao hé théng, thiét bi phy tro dép
(rng van hanh/ = ]
Phu trg/ Renovating upstream utility
Utility works L. .
Ket ndi v&i hé thong phu trg/ Connecting o
utilities
Thay dbi kién tric/ Architecture works = M
Khac/ Others | vat ligu van hanh the/ Preparing the
Material for FAT, Qualification, SAT (including = 4]
preparing cost)
Gl nguyén liéu (bao gdm chi phi guvi)/
Sending the material (including delivery cost)
Chi phi nhan sy thire hién FAT (vé may
bay, khach san,...) cho 2 nguwdi / cost for
FAT executing (airplane ticket, hotel fee,...) of 2
people
Di doi/f pha d&/ thanh ly/... may hién
hiru/ Reiocating/ 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): 5 thang k& tir khi xac 5 months Lipon receipt of order.
nhan dét hang.
2.6 bDidu kién bao gia va thanh toan (Theo | 26 Conditions for quotation and payment (According
yéu cau cia DHG) (Khéng phai GMP); to DHG's request) (not GMP):
+ Péi v&i Nha cung Cép nwéc ngoai ¢o it| -+ For foreign suppliers with at least 1 representative

nhéat 1 dai dién tai Viét Nam

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

+ B&o cdo tai chinh kiém todn/ndp cho co
guan thué cac nam 2022. 2023, 2024.

+ Co liét ké cac dy an da thuc hién twong tw.
C6 hgp dbng, bién ban nghiém thu, ban
giao dua vao s dung/bién ban thanh ly
hop ddng.

2.6.1 Bang bao gia:

+ Phai 1a ban gbc co tén cong ty, chir ky,
déng dau.

in Vietham

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
liguidation reports are available.

2.6.1 Quotation:

+

Must be original with company name, signature and
seal.
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+ Thé hién chi tiét cac dac tinh, théng sb ky
thuat thiét bi, cac wu diém nédi bat thiét bi
(néu co).

+ Thé hién nwoc san xudt, nd3m san xuét
(sau nam 2024)

+ B&o gia co thdi han tie 2 thang tré 1én ké
ilr ngay bao gia ¢6 hiéu luc

+ Thoi gian bado hanh thiét bi, tdi thidu 12
thang ké tir ngay nghiém thu.

+ Béo gia bao gdm tat cé chi phi thudc pham
vi nha thau thye hién theo URS.

2.6.2 Thanh toan

+ Tam &ng ti da 20% gia tri hop ddng trong
vong 7 ngay lam viéc khi ky hop dbng va
DHG nhan d hd so thanh foan.

+ Thanh toan 50% gia tri hop ddng trong
vong 30 ngay lam viéc ké tr khi ky hoan
thanh nghiém thu SAT va DHG nhéan dd hd
s¢ thanh toan.

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

+ Pdng tién thanh toan: Viét Nam Ddng.

2.6.3 Bao lanh thanh toan

+ Bao [anh tam tng: twong duong gia tritam
g, ¢ hiéu Iy tir ngay phat hanh dén khi
gia tri tam (rng durec hoan tra hoan toan.

+ Bao lanh thwc hién hop déng: Téi thiéu
10% gia tri hop ddng, ¢o hidu luc tr ngay
phat hanh dén khi két thuc cac nghia vu
hop dong.

+ Bao l&nh bao hanh: Téi thiéu 5% gia tri hop
dodng, c6 hiéu lwc tr ngay nghiém thu dwa
vao st dung dén két thuc thoi gian bao
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 guotation.

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

+ The guotation 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 BJ
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] 3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiét bj S6 lwgng |  Ghichia
No. Equipment Quantity Note
1 May lau vién 1
Tablet deduster
2 May hut bui céng nghiép 4
Industrial dust collector
Buong dén vién két ndi tir may dap vién dén 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
May dap vién
Khi nén
Compressed air I .
‘o ' === 2700

May hut
b
Dust

collector

1100

2

EE]

4

L,

May lau vien
Tablet deduster

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

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

* Ghi chi: don vi do d6 dai la mm

Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So @& 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 sé clia cac san pham lién quan: | - Related parameters of the products:
Kich thwérc vién R i Do cirng
1 Tablet Dimension Bé day vién Tr(_)ng_n vién
STT Hinh dang Tablet lwong vién Tablet
o vién (mm) Thickness | Tablet Weight | ratlin:ss
" | Tablet shape Dai = - -
ai Réng | BPwéng kinh
Length | Width | Diameter (mm) (mg) (kp)
7.93- | 3.96-
1 Caplet 19.79 908 2.90-8.49 93 - 1191 5.71 - 24.06
Oval o | i 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 7%427‘ 3.75-4.65 | 167-207 | 4.69—14.98
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5. YEU CAU VE HE THONG / THIET BJ

5.1. Y&u cau dic biét

5.1.1. May lau vién

- Cac chirc ning co thé co nhuw sir dung khi
nén, lwc hit chan khong, chuyén déng rung,
chuy&n ddng quay hodc chrc nang khac dé
lau sach buyi bam trén bé mét vién sau khi ra
khoi may dap vién.

- N&ng suét lau vién téi thiéu: 129.600 vién/git
- Céac thong sb néu cé nhu tdc do, mirc do
rung va lwu lvgng khi nén co thé& diéu chinh
phlu hop v&i tbc dd may dap vién d& dam bao
sau khi lau vién sach bui, khdng anh hwdng
dén cam quan vién (dat vé cdm quan).

- Kich thwée : Ngd vao cGa may phai phi hgp
vé&i chidu cao mang ra clla may dap vién
(thong tin tham khao : chiéu cao mang ra cla
may dap vién la 1100mm) dé dam bao sau khi
két ndi thi vien co thé di chuyén tlr may dap
vién d&n may lau vién,

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

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

- May lau wen phai dwoc thiét k& véi cdng hat
bui dé két ndi v&i may hat bui.

- Pbi voi may lau vién dang ndm ngang, chiéu
cao may phai diéu chinh dugc.

5.1.2. May hat byi

- Nguédn dién slr dung phl hgp véi hé thdng
phu trg hién co

- Loc bui bao gdbm Loc chinh ¢6 chat ligu 1a tui
vai potyester va Loc Hepa (c6 loc dw phong)

- Ap suét hat va leu iwomg khi hit c6 thé diéu
chinh dé pht hop véi digu kién 1am viéc cla
may lau vién.

- Cong suét va sirc chira phil hop véi didu kién
fam viéc lién tuc 24/24 gid.

5.1.3. Pworng dan vién két ndi tiv may dap
vién dén may lau vién va tlr may lau vién
dén may do kim loai

- Thiét k& phii hop d@é vién sau khi ra khéi may
dap vién co dd dd nghiéng dé chay vao ngo
vao clia may lau vién. Va, dé& dang lay mau
vién & cac ngd ra cia may dap vién,

MAau; P13/F09-BI

Form

L4&n ban hanh clia mau: 20
Form's version

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. 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 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 be adjusted, and it
should match the height of the metal detector (reference
information: the height of metal detector is 750mmj.

- 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.

- In case of horizontal tablet deduster, 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

- Appropriate design so that the tablets, after moving out
of the tableting machine, have enough alignment leve!
for moving into the tablet deduster. And, it is easy for
sampling the tablets at the outlet of the tableting
machine.
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- Déi v&i cac may dap vién ¢é 2 ngé ra ndm &
2 bén, dwong dan vién phai dwoc thiét ké gop
Iai thanh 1 dwong dan vién sao cho vién khong
bi roi, bé& nhing van dadm béo da d6 nghiéng
dé vién chay vao ngé vao clia may lau vién.
- Dam bao khong gian lam viéc sau rd hirng
vién voi kich thwéc la 2 900mm (nhw Hinh 2).
- Ng6 ra ctia may lau vién phai c6 dwdng dan
két ndi voi may dod kim loai sao cho d& dang
ldy m&u vién & ngd ra clia may lau vién.
6. YEU CAU CHUNG
6.1. Phit hop vé&i luat, cac qui dinh va tiéu
chuan

- Tiéu chudn GMP: Thiét bi phai dap rng tiéu
chudn WHO-GMP, EU-GMP, GMP Nhéat Ban,
PiCs-GMP.
- Tiéu chuén dién: thiét bj phai dat tieu chun
IEC hoac 1SO.
-Pad on: khdng vuwot qua 85 dB trong pham vi
1 mét.
6.2. Hé théng phu trsdncé :
- Ngudn dién:

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

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

- Céc chi tiét tiép xUc véi trwe tiép san
phadm: lam tlr inox 304 hodc 316L: nhya va
keo dwoc phép diung trong dwoc phdm (hoic
trong dwong), khéng dwoc xay ra phan (ng
hda hoc gay anh hudng chét fwong san pham.
6.4. Yéu cau vé dién

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

- Bdo vé ro ri dién: Thiét bi can co day tiép
dat.

- Sau khi mét dién: may khéng dwoc ty
dong chay ma phai dwgc kh&i déng lai bdi
nguwdi van hanh.

- Khi c6 sy co mét dién: cac dir lidu van
hanh dwoc lwu lai va ¢6 thé s dung khi co
dién tré lai.

MAu: P13/F09-BI

Form

Lan ban hanh cGa mau: 20
Farm's version

- In case the tableting 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.

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

- 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.

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
1S0.

- 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 cu thé tinh nang chéng

nwée bui.

- NGt dirng khan cép duoc dat & vi tri thuan

tién dé dirng may ngay lap tic.

6.5. Yéu cau vé nit nhédn van hanh :

required.

Mau: P13/F09-BI

Form

LAn ban hanh cia 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 chu
Color Remark

Nt khoi déng/ Start button Xanh/ Green

Nt dirng/ Stop button Do/ Red

NGt dirng khan cap ; Kiéu: xoay dé mé khoa
Pd/ Red

Emergency button Type: Turn-reset

NUt reset/ Reset Vang/ Yellow

6.6. Yéu cau vé hé théng khi nén

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

- Khi nén st dung tiép xuc tryc tiép v&i san
phdm phai thda man cac tiéu chuén yéu cau
cla DHG.

6.7. Yéu cau vé vé sinh, bao tri, sira chiva
- Xt ly b& mat cac chi tiét tiép xtc tre tiép voi
san pham: phai nhn bong dé dé vé sinh.

- V6 bao che: Thiét bi sé dwoc |ap dat trong
phong sach (cép sach D) nén vé bao che phai
dwoc lam béng inox 304 (hodc vat liéu tvong
duwong).

- Khung may cé két cdu cibng vieng, it rung
ddng khi van hanh.

- Hé truyén dong duwoc thiét ké hoat dong én
dinh va lién tuc.

- Cac bd phan chuyén déng phéi dwgc bao
che day dG d& dam bao an toan va tranh tap
nhiém.

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

- Cung c4p dién tich tiép xtc trwc tiép véi san
pham d& DHG thdm dinh vé sinh

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

6.8. Yéu ciu vé phu kién

- Nha thau cn cung cip 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 fiiter.

{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 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 gualification

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

6.8. Spare parts

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

Nha thdu phéi t6 chire hudn luyén cho
ngLedri sir dung vé trinh tw van hanh va vé sinh
may cling nhw phuong phap théo lap may va
bao tri.
6.10. Yéu cau vé nhin nhin dang
- Céc thiét bi phai duwgc dat ma sb va dugc
dan nhan nhén dang.
7. THAM DINH THIET Bl VA NGHIEM THU
7.1. Mirc d6 can thiét

Tién hanh chon cac didu kién dwsi day:

Mau: P13/F09-BI

Form

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

- The vendor needs to attach the spare parts checklist
together with the guotation.
6.9. Operator training

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

6.10.Requirements for identification labels

- Devices must be coded and labeled with identification.

7. QUALIFICATION AND ACCEPTANCE TEST
7.1. Necessary conditions

Choosing conditions below:

Diéu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT = |
SAT | =
Tham dinh/ Qualification %} B
CS8V (Computerized System Validation) = %}

7.2, Pham vi trach nhiém, nghia vu:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu
Cdng viéc Responsibility, obligation Ghi chi
Tasks Doi tac/ DHG Note
Partner
Thie hién tw kiém tra tredc khi .
£ 4 . Thuwe hién/
2 xuat xwong/ Check machine before execute -
Tw ki€ém tra | release the machine
Self-checki , . . . )
SHrehecking Béo céo tw kiém tra trwac khi| Thye hien/ Phé duyét/
Xuat xwong/ Report execute approve
Pé cuwong/ Protocol
FAT Thurc hién/ Execute
Bang ghi chép két qua/ Report
- z 3 Soan thao/ Phé duyét/
Kiém tra | Bang de cwong/ Protocol orepare approve
Xac NhaN | Thyyg hign (Lam thurc 18 Execute | T1¥C hién/ | Nhan chimg/
nghiém thu execute witness
SAT Bao cao/ Report Soan thao/ Phé duyét/
prepare approve
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Trach nhiém, nghia vu
Cong viéc Responsibility, obligation Ghi cha
Tasks Poi tac/ DHG Note
Partner
Bang dé cwong / ) Soan thao/ | |
Protocol prepare Ap dung cho
DQ Thie hién/ Execute ; Thug hign/ | may lau vien
? ; execute Applying for the
Bao cdo/ Report - Phé duygt/ | deduster
approve
Bang dé cwong/ ] Soan thao/
Protacol prepare Ap dung cho
Tham dinh Q Thyc hién (Lam thue ) Thwe hién/ | may lau vién
Qualification te)/ Execute execute Applying for the
. . & A deduster
Bao cao/ Report - Phé duyét/
approve
Bang dé cuong/ i Soan thao/
Protocol prepare Ap dung cho
0Q T’hl_J’C hién (Lam thuwec Thye hién/ | may lau vién
t&)/ Execute i execute Applying for the
A A deduster
Bao caof Report - Phé duyét
approve
. Biéu mau/Form
FIeY  [Thuchign (Lam thue
o te)/ Execute
Calibration
X . Bao cao/ Report
Tham dinh . < -~
Qualification Bang de cuwong / } Soan thao/
Protocol prepare Ap dung cho
PQ T'ht_.l’c hién (L.am thuc } Thire hién/ | may lau vién
te)/ Execute execute Applying for the
A 2 deduster
Bao cao/ Report - Phé duyét
approve

7.3. Piéu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

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

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

V& van hanh: Thiét bi phai dap tng diéu
kién hoat déng lién tuc khong dirng may
trong 24 gid. Va, san pham khéng bi sai
j&ch vé& mat hinh thire va duoc 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: satisfy the
continuous operation in 24 hours. And, the

The system must
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 céc hd so dwoc néu bén dudi:
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8. DOCUMENTS

Provide documents below:

Cong viéc Ho so’ 84 lwong Ghi chi
Process Document Quantity Note
Ho so théng sé ky thuat! Documents and 01 Bo/
Ha drawings 01 Set
0 so "
bao gia Bao gia/ Quotations 01 Bo/
, 01 Set
Quotation 04 Bo/
A 0
Hop dong/ Contract 04 Set
A ¥ Z ’ ~ n
o so iksy | Bang thong sb ché tao Speciication| 018/ | B xoc nhan {phe
nhan _Ie ©/ | documents and drawings 01 Set uy.e) or
Design confirmed purpose
HO so Dé cwong va ké& hoach/ Protoco!
thiét ke/ A
DA Bao cao/ Report
Bac gbm cac
’ n . R .
Tw kiém tra/ | Béo céo nha san xuat ty kiém tra truéc 01 Bo/ ;:hu’nq nhbann k;TeAm
Self-checking | khi xuat xwéng/ Report 01 Set ra cac o phan
chinh / Including |
main paris certificates
Hd so FAT/ | Pé cwong/ Protocol
FAT documents | Bang ghi chép/ Report
Ho so Bé cwong kiém tra/ Protocol %1 ggt/
kiém tra va - 01 Bo/
Xac nhan Bang ghi chép kiem tra/ Report 01 Set
nghiém thu/ N . 02 B&/
SAT documents | Bién ban nghiém thu/ acceptance minutes 02 Set
. 1Q
be cwong/
Hd so thAm Protocol 09 <
dinh/ Hiéu chuan/ Calibration
Qualification . 11Q
documents Bao cao tham 0Q
dinh/ Report - —
Hiéu chuan/ Calibration
Huwdng dan van hanh/ Operation instruction %11 g;l
Ban vé& tdng thé trang thiét bi, hinh cac bo
i phan, ban vé bd trif Drawing: general, parts,
Khac equi e
quipment position
QOthers 01 B
Danh sach phy tlng/ Spare parts list o1 Sgt
Ban vé lién quan dén dién, cac dung cu 01 B&/
do dac/ Electrical diagram, measuring tools 01 Set
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Cong ty CP Dwoc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO’ BIEN/ ME DEPT.
Sé/No.: ME/2025/01/URS/M313-14

9. KHAC (Lwu y dic biét) (khdng phai
GMP)
9.4. The&i gian bao hanh (dam bao trach
nhiém sai sot):

- Bén cung cép thiét bi phai dam bao thiét
bi dap (rng du cac thdng sb ky thuat-chat
lwong ma Duwgc Hau Giang da dat hang.
- Thiét bi phai dap (rng san xuét dworc cac
san pham ma Dwoc Hau Giang da néu
trén. Trwdng hop ma thiét bi khéng dap
trng san xuét cho 1 san pham nao d6 ma
nguyén nhan thudc vé thiét bi thi nha cung
cAp phai khdc phuc va chiu chi phi vé van
dé do.
- Thoi gian bdo hanh téi thiéu 12 thang
tinh tir ngay nghiém thu thiét bj.

Cung cap phu ting dw phong:
- Nha cung cép phai cung cap day du va
kip thoi cac phu tung dw phong ma Duorc
Hau Giang yéu cau.

Bao mat théng tin:
- T4t ca thong tin dwoc trinh bay va bi mat
kinh doanh cla ca hai bén chi dwoc s
dung cho trird'ng hop nay va khéng dwoc
tiét 16 hodc dwa cho bén thr ba
- Trwérng hop song phwong cé thanh qua
tir v twdng, phat minh trong qua trinh thiét
ké va st dung hé thdng/ thiét bi trong hop
ddng mang lai. Néu cé du dinh nép don
xin quy&n s& hivu céng nghiép, can théng
bao trwdc cho dbi tac, cling thao luan va
dwa ra quyét dinh.

9.2.

9.3.

Mau: P13/F09-BI
Form

Lan ban hanh cia 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. TINH TRANG BAN HANH, SUA BOI 10. REVISION HISTORY
Muc N6i dung stra doi
Section Content

Lan ban hanh/ Version: 1, Ngay phé duyét/ Approved date: 9881.0‘1).0"0025

Ban hanh mai
New issue
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DHG PHARMA

Vi mét cufic séng khde dep hon

YEU CAU NGU'O'l SU’ DUNG
Hé théng/Thiét bi:
MAY LAU VIEN NEN
USER REQUIREMENTS
SPECIFICATION
System/Equipment:
TABLET DEDUSTER

Form

e Mau: P13/F09-BI

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

No.

Sé: ME/2025/01/URS/M313-15

Version

L&n ban hanh:

01

® Tén hé thdng/thiét bi/System/equipment name: May lau vién nén / Tablet deduster
® Ma sb hé thdng/thiét bi/System/equipment code: M313-15

® Model (Néu co/if any): N/A

® |y do ban hanh/Reason for issued:

M L&p ma&i
New installation

B Khi ¢6 thay dbi

When changing

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

—

Ho va tén Ky tén Ngay
Full name Signature Date
Nguoi thue Tran Nam Hung
hién (Nhan vién T4 thiét bj san xuat / T | e Jo 025
Implemented by Staff of Production Equipment Group) o
Nguyén Van Phi )
(T trwdng T4 thiét bj sdn xuat / /,L 28/ 02/ 20057
Team leader of Production Equipment Group)
Lé Hiru Hanh i 24 "
(Quén déc xwéng 1/ J{/L/ LZ/ )U?/ﬂyz/)ﬁjg
Manager of Factory 1) = B
TrAn Minh Luén
Nguoi xem xet (Trwdng Phong nghién clru va phat trién / J/ Zd{_ﬂw 28 /.n)_/zoz g
Reviewed by RD Matisgss) A
Frah Ly Thign /'f%/ 9y |o2| 2005
(Ph6 Phong Co dién / ' ',,,//// - ’
Deputy Head of ME) ' /
Katsunori Osawa
(Trwéng Phéng Co dién / KK m‘}: w\ ZY’/(/ ) /2(/2 .
ME dept. Manager)
Ngudi phé Tran Binh Thuén
duyét (Trwdng Phong Quan ly chét lwong / '),[,[.Lﬂafé H8/02 (2095

Approved by

QM dept. Manager)
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PHONG CO PIEN/ ME DEPT. Lan ban hanh cda mau: 20
S6/No.. ME/2025/01/URS/M313-15 Form’s version
i MUC LUC/ INDEX
U DI H o et 4
PURPOSE
PHAN VICONG VIEC ...t 4
SCOPE OF WORK
2.0, TON NG IONGARIEE DI ... ice oottt 4
Name of the system/ equipment
220 SO IEQNG ..o e e e, 4
Quantity
230 VIHTIED GBE .ot ettt e reeer e
instalfation location
2.4, Pham vitrédch nhigm, NGATa VU THEO DANG UGT ..o s reversenen 5
Scope of responsibilities and obligations: Follaw the tabfe below
2.5.  Thoi han giao hang theo hop dong (Khong PRET GMP)........c.oceeeoiiveeeereeeeeeeee oo es e reneeee s 6
Delivery time according to the contract (not GMP)
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Mechanical requirements
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6.5, YBU CAU VB MUE VAN AN .....o..oooooooeeotvoeee ettt r e er e 11
Operating button specifications
6.6, YBUCAUVE BB HIONG KA MBI ..o ee e et s e en e e et 11
Pneumatic (Compressed air) system requirement
6.7.  YBU CAU V8 V8 SIN, DAO i, SIHE CALFA c.v..vveeeoeeeeeeeeeeoeeeeeeeeeeeee oo es e s es e s e s s 11
Requirements of cleaning, maintenance and repair
6.8, YBUCAU VB PRI KIBI.......co.ooooooeoeeoeeeeeee e et ee e 11
Spare parts
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Céng ty CP Dwgc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO' DIEN/ ME DEPT.

S6/No.: ME/2025/01/URS/M313-15

1. MUC biCcH
Dau twr bb sung may lau vién, may hat bui
va dwérng dan vién cho may dap vién hién
hiru clia Xuwdng 1.
Nang cao nang suét chat lwong nham dap
(¢’ng nhu cau chat lwong clia EU-GMP.
2. PHAM VI CONG VIEC
2.1 Tén hé thdng/thiét bi: May lau vién, may
hat bui va dwéng dan vién.
2.2 86 lwong: 01 day chuyén
2.3 Vijtrilap dat: Céng ty ¢d phan Dwoe Hau
Giang — Chi nhanh Nha may dwoc pham
DHG tai Hau Giang (Xwéng 1).

+ Bia chi: L6 B2-B3 KCN Tan Pha Thanh
(giai doan 1), xa Tan Phl Thanh, huyén
Chéu Thanh A, tinh Hau Giang.

+ Phong lp dit: Phong 042.

+ Cac ban vé lién quan:

+ Ban vé xuwdng 1

22
2.3

{

M3u: P13/F08-BI

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

. PURPOSE

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

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

. SCOPE OF WORK

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

Quantity: 1 line

Instailation 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 042.
Related drawings:

+ Factory 1 layout:

R t i s | 1 ; : i
i T Hrpem TR BT o
i i y £ B - T v )
-y TR SE——| F : 3
A )

Joor e -
g ~;~ ¥ nme.%ﬁ}:%lgm%.AA '- - :,. S

H

'

Vi iri hién tai clia phong san xuat

Existing productien raom location

Hinh 1. Ban vé& mat bang Xwéng 1
Figure 1. Layout drawing of Factory 1
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Céng ty CP Duwoc Hau Giang
DHG Pharmaceutical Joint stock Company

PHONG CO DIEN/ ME DEPT.
S6/No.: ME/2025/01/URS/M313-15

+ Kich thwée phong 18p dat thiét bj :

A

f May dap vién
f Tablet pressing |«

’; machine -

May lau vién -
Tablel deduster

_ May do kim loai
3 Metal detector

1000mm

=900mm

MA&u: P13/F09-BI

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

+ Installation room dimensions:

2100 1000 1400

Mau do/Red: Pham vi cbéng viéc nha thau/
Manufacturer's scope of work

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

Hinh 2. Hinh minh hoa Kich thuwéc mét bang phong I8p dat thiét bi
Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién méi truweng :
+ Nhiét do: 22+ 59C
+ Am dd: 50 £ 15%

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

+ Céapsach: D + Cleanliness: grade D
2.4 Pham vi trach nhiém, nghia vy: Theo 2.4  Scope of responsibilities and obligations: Follow the
bang duéi table below
Trach nhiém,
nghia vu o
Phan loai No6i dung cong viéc Responsibilities and Ghi chu
Classification Content _obligations Remark
boi tac
Partner DHG
Thiét ké/ Design V1 B
Ché tao/ Fabrication M =
FAT
, 20
Van chuyén/ Transportation v = Inceterm 20
DDP
Thiét bi/ Lap dat/ Installation | B
Equipment | pidy chinh/ Adjustment ] =
Tham dinh/ Qualification v |
SAT M M
Huén luyén nhan vién/ Training for staff 1 =
Kiém tra trong qué trinh san xuét/ Check g 7
in the actual production
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Mau: P13/F09-BI

Form

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

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

S6/No.: ME/2025/01/URS/M313-15

nhéat 1 dai dién tai Viét Nam

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

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

+ Coliét ké cdc dy an dé thiee hién twong tuw.
C6 hop dbng, bién ban nghiém thu, ban
giao dwa vao st dung/bién ban thanh Iy
hop déng.

2.6.1 Bang bao gia:

+ Phai 1a ban gbc co tén cong ty, chir ky,
déng dau.

Trach nhiém,
. ) nghia vy
Phan loai Néi dung cong viéc Responsibilities and Ghi cha
Classification Content _obligations Remark
Poi tac
Partner DHG
Cai tao hé thdng, thiét bi phu tro dap
{rng van hanh/ ] v
Phu tro/ Renovating upstream utility
Utility works e A o .
Két noi v&i hé thong phy tre/ Connecting ¥ l
utilities
Thay ddi kién trlic/ Architecture works =} %]
Khac/ Others | v/at ligu van hanh thoy/ Preparing the
Material for FAT, Qualification, SAT (including (= v
preparing cost)
GUri nguyén liéu (bao gébm chi phi glvi)/
Sending the material (including delivery cost)
Chi phi nhan sy thwe hién FAT (vé may
bay, khach san,...) cho 2 ngudi / cost for
FAT executing {airplane ticket, hotel fee,...} of 2
people
Di doif pha d&/ thanh ly/... may hién
hiru/ Relocating/ demolition/ liquidation/. .. of an
existing machine
25 Thoi han giao hang theo hop ddng |25 Delivery ime according to the contract (not GMP):
(khéng phai GMP): 5 thang k& tlr khi xac 5 months upon receipt of order.
nhan dat hang.
26 Pidu kién bao gid va thanh toan (Theo | 2.6  Conditions for quotation and payment (According
yéu cAu clia DHG) (Khang phai GMP): to DHG's request) (not GMP):
+ Péi v&i Nha cung cép nwéc ngoai cé it + For foreign suppliers with at least 1 representative

in Vietnam

Copy of business registration cerlificate, refated
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
fquidation reports are available.

2.6.1 Quotation:

+

Must be original with company name, signature and
seal.
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Céng ty CP Dwoc Hau Giang
DHG: Pharmaceutical Joint stock Company
PHONG CO DIEN/ ME DEPT.

S6/No.: ME/2025/01/URS/M313-15

+

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

Thé hién nwdc sdn xust, ndm san xuat
(sau nam 2024)

Bao gia co théi han tlr 2 thang tré 1én ké
tlr ngay bao gia co hiéu luc

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

Béo gia bao gdm tat ¢a chi phi thudc pham
vi nha thau the hién theo URS.

2.6.2 Thanh toan

+

+

Tam (rng t&i da 20% gia tri hop ddng trong
vong 7 ngay lam viéc khi ky hop dong va
DHG nhan dd 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 dd hd
s0 thanh toan.

Thanh toan 30% gia tri hgp df”)ng con lai
trong vong 30 ngay lam viéc sau khi hoan
tat nghiém thu hop déng va DHG nhan
duoe bao lanh bao hanh.

Péng tién thanh toan: Viét Nam Béng.

2.6.3 Bao lanh thanh toan

+

Bao lanh tam (rng: twong dwong gia tritam
(ng, ¢b hiéu lwe tir ngay phat hanh dén khi
gid tri tam (rng dwoc hoan tra hoan toan.
Béo lanh thic hién hop déng: Téi thiéu
10% gid tri hop ddng, ¢6 hiéu lwc tir ngay
phat hanh dén khi két thic cac nghia vu
hop ddng.

Bao lanh bao hanh: Téi thiéu 5% gia tri hop
ddng, cé hiéu lwc tr ngay nghiém thu duwa
vao slr dung dén két thic thoi gian bao
hanh.

Mau: P13/F02-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 warking 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 paymant 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 confract
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’ DIEN/ ME DEPT.
Sé/No.: ME/2025/01/URS/M313-15

3. CAU TAO HE THONG/ THIET BJ

Mé&u: P13/F09-BI

Form

Lan ban hanh cla 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 j
Tablet deduster
) May hat bui cong nghiép 1
Industrial dust collecto'r _
Buwong dan vién két noi tir may dap vién dén may lau
3 | vién va ttr may lau vién dén may do kim loai 1
Tablet guidling connector from tableting machine to tablet
g
deduster and from the deduster to the tablet metal detector
T
Khi nén —
Compressed air .
Elecinc ):‘:‘] = ~
cabinet H T~ | e
\‘ ) _I[Dl];_ﬁ; 2700
! [ = ol
| B ‘ ~\ \
\
F - N - ifs’ May lau vién
—U F.Ia?'J:WUI {100 Tablet deduster
) [Iltllf.l iEE]
{ collector ]1 L
e T

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

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

Hinh 3. Hinh minh hoa So @& 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 théng s clia cac san phdm lién quan: | - Related parameters of the products:
KTlg: tht_yo'c vién Ba day vién | Trong lwong 1910) cung
. et Dimension n vien
STT Hinh dang Tablet vién Tablet
e vién (mm) Thickness | Tablet Weight ha%nzss
" | Tablet shape = = < -
Dai | Réng |Pwong kinh
Length | Width Diameter () (mg) (kp)
793- | 3.96 -
1 Caplet 19.72 908 2.90-8.49 93 — 1191 5.71-24.06
2 oval | 130 40" 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-|14.90- 6.03-6.37 | 808-841 | 15.70—23.65
13.03 | 14.95 ) ' ) )
5 Triangular 7%427_ 3.75-4.65 167 — 207 4.69 — 14.98
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Cong ty CP Dwgc Hau Giang
DHG Pharmaceutical Joint stock Gompany
PHONG CO DIEN/ ME DEPT.

Sé/No.: ME/2025/01/URS/M313-15

5. YEU CAU VE HE THONG / THIET B]

5.1. Yéu cau dic biét

5.1.1. May lau vién

- Cac chirc nang c6 thé ¢6 nhu st dung khi
nén, lwc hut chan khong, chuyén déng rung,
chuyén déng quay ho#c chirc ning khac dé
lau sach bui bam trén bé mat vién sau khi ra
khoi may dap vién.

- Nang suét lau vién téi thiéu: 129.600 vién/gidy
- Cac théng s néu co nhu toc d8, mirc d6
rung va lwu lwong khi nén cé thé diéu chinh
phit hop véi tbc dd may dap vién d& dam bao
sau khi lau vién sach bui, khéng &nh hwéng
dén cam quan vién (dat vé cdm quan).

- Kich thwée : Ngd vao ca may phai phl hop
v&i chidu cao mang ra cla may dap vién
(théng tin tham khao : chiu cao mang ra cla
may dap vién 1a 1100mm) dé ddm bao sau khi
két ndi thi vién co thé di chuyén tir may dap
vién dén may lau vién.

- P4u ra cla may lau vién c6 thé diéu chinh
duwoc, phai phi hop véi chigu cao clia may do
kim loai (thdng tin tham khao: chiéu cac cua
may do kim loai 1a 750mm).

- Ng6 ra cla may lau vién phai dwoc thiét ké
dworng dan dé tranh viéc vién sau khi ra khoi
may lau vién bj roi, bé.

- May fau vién phai dwoc thiét ké véi cdng hit
bui dé& két ndi véi may hat bui.

- Béi véi may lau vién dang ndm ngang, chiéu
cao may phai diéu chinh duoc.

5.1.2. May hat bui

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

- Loc buyi bao gém Loc chinh c6 chét liéu 1a tui
vai polyester va Loc Hepa (cd loc di phong).
- Ap suét hat va luu lweng khi hit ¢é thé diéu
chinh d& phil hop véi didu kién lam viéc cla
may lau vién.

- Cong suét va sirc chira phl hop véi diéu kién
lam viéc lién tuc 24/24 gid.

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

- Thiét ké phu hop dé vién sau khi ra khéi may
dap vién co di dd nghiéng dé chay vao ngd
vao clia may lau vién. Va, dé dang lay mau
vién & cac ngd ra cia may dap vién.

Mau: P13/F09-BI
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5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. 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 {abiet 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 tablet deduster can be adjusted, and i
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.

- In case of horizontal tablst deduster, 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 filtars).

- 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

- Appropriate design so that the tabiets, after maving out
of the tableting machine, have enough alignment tevel
for moving into the tablet deduster. And, it is easy for
sampling the tablets at the outlet of the tableting
machine.
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- Di véi cac may dap vién ¢o 2 ngd ra ndm &
2 bén, dwdng dan vién phai dwroc thiét ké gop
lai thanh 1 duéng dan vién sao cho vién khdng
bi roi, bé nhung vin ddm bdo dd dd nghiéng
dé vién chay vao ngd vao ctia may lau vién.
- Bam bao khéng gian lam viéc sau rd hirng
vién v&i kich thude 12 2 900mm (nhw Hinh 2).
- Ng6 ra ctia may lau vién phai c6 dwdorng dan
két ndi véi may do kim loai sao cho d& dang
lAy mAu vién & ngd ra cla may lau vién.
6. YEU CAU CHUNG
6.1. Phu hop v&i ludt, cac qui dinh va tiéu
chuin

- Tidu chu&n GMP: Thiét bj phai dap (ng tiéu
chudn WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP.
- Tiéu chudn dién: thiét bj phai dat tidu chudn
IEC hodc 1SO.
- D &n: khéng vuot qua 85 dB trong pham vi
1 met.
6.2. Hé théng phu trosdncd :
- Ngudn dién:

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

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

- Cac chi tiét tiép xtc véi truc tiép san
phadm: lam t&r inox 304 hosc 316L; nhya va
keo dwwgc phép ding trong dwgc phdm (hodc
twong duong), khéng dwoc xay ra phan (rng
héa hoc gay anh huéng chat lwong san pham.
6.4. Yéu cau vé dién

- Bao v& qua dong: may phai dwoc trang bi
thiét bj bdo vé qua dong.

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

- Sau khi mét dién: may khéng dwoc tw
ddng chay ma phai dwoc khdi dong lai béi
nguwei van hanh.

- Khi c6 sy ¢b mét dién: cac d lidu van
hanh dwoc lwu lai va co thé str dung khi ¢6
dién tré lai.

Mau: P13/F09-Bl
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- In case the tableting machine has 2 tabilet 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.

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

- The outlet of the deduster must have the connector to
connect with the metal deteclor so that it is easy for
sampling the tablets at the outlet of the deduster.

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. Flectrical 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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- Ta dién yéu cau cu thé tinh ning chéng
nwoc bui.

- NGt dirng khan cép dwoc dat & vi tri thudn
tién dé dirng may ngay lap tirc.
6.5. Y&u cau vé nat nhin van hanh :

M3u: 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
Calor Remark

Nt khéi déng/ Start button Xanh/ Green

Nut dirng/ Stop button P4/ Red

Nt dirng khan cap X Kiéu: xoay dé mé& khoa
D6/ Red

Emergency button Type: Turn-reset

Nt reset/ Reset Vang/ Yellow

6.6. Yéu ciu v& hé théng khi nén

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

- Khi nén st dung tiép xuc trirc tiép véi san
pham phai théda man cac tiéu chuén yéu cau
cua DHG.

6.7. Y&u ciu vé vé sinh, bao tri, stra chiva

- X0 Iy b& mét cac chi tiét tiép xac true tiép véi
san pham: phai nhan béng dé dé vé sinh.

- V& bao che: Thiét bj s& dwoc |ap dat trong
phong sach (cp sach D) nén vé bao che phai
dwoc 1am béng inox 304 (hodc vat liéu twong
dwong).

- Khung may cé két cAu cirng virng, it rung
ddng khi van hanh.

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

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

- D& vé sinh: May duoc thiét ké dé vé sinh &
tht ca cac bé& mat, thiét ké sao cho dé dang
kidm tra cac bé mét sau khi vé sinh.

- Cung cép dién tich tiép xuc truc tiép véi san
phdm d& DHG tham dinh vé sinh

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

6.8. Yéu cau vé phu kién

- Nha thdu 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 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 gualification

- Fase 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 cén cung c&p danh sach phu kién | - The vendor needs to attach the spare parts checklist
cling v&i bao gia. together with the quotation.

6.9. Huan luyén vin hanh 6.9. Operator training

Nha thau phai t& chirc huan luyén cho The vendor needs to hold a training course for the

ngwdi st dung vé trinh tw van hanh va vé sinh | oreration and cleaning sequency as well as the

may ciing nhu phrrong phap théo Iép may va assembly, dismantle and maintenance instruction.
bao tri.

6.10. Yéu cau vé nhin nhan dang 6.10.Requirements for identification labels

- Cac thiét bi phdi dwoc dat ma sb va duwoec | - Devices must be coded and labeled with identification.
dan nhan nhan dang.

7. THAM DINH THIET Bl VA NGHIEM THU | 7. QUALIFICATION AND ACCEPTANCE TEST

7.1. Mivc dd can thiét 7.1. Necessary conditions
Tién hanh chon cac digu kién dudi day: Choosing conditions below:
Piéu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT s} |
SAT | ==
Tham dinh/ Qualification ] =
CSV (Computerized System Validation) = %}
7.2. Pham vi trach nhiém, nghia vu: | 7.2. Responsibility, obligation
Trach nhiém, nghia vu
Cong viéc Responsibility, obligation Ghi chu
Tasks 'BPOJ tac’ DHG Note
artner
Thuwe hién tw kiém tra trede khi Thue hién/
x xuét xwéng/ Check machine before We ;en -
Tw kiem tra | refease the machine execlie
Self-checkin . . . . .
9 Bao cao tw kiém tra trwdc khi Thue hién/ Phé duyét/
xuat xwéng/ Report execute approve

Pé cwong/ Protocol
FAT Thwe hién/ Execute

Bang ghi chép két qua/ Report

x 2 2 Soan thao/ Phé duyét/
Kiém tra | Bang de cuong/ Protocol orepare approve

XéC. nhéan Thic hién (Lam thuc té)/ Execute Thuc hién/ Nhén chieng/
nghiém thu execute witness
SAT Béo cao/ Report Soan thao/ Phé duyét/

prepare approve
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Trach nhiém, nghia vu
Cong viéc Responsibility, obligation Ghi chu
Tasks Doi tac/ DHG Note
_ Partner
Bang de cwong / ) Soan thao/ | |
Protocol prepare Ap dung cho
DQ Thire hién/ Execute - Thire hién/ | may ‘Iau vien
execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
Béng dé cuong/ ) Soan thao/
Protocol prepare Ap dung cho
Tham dinh Q Thurc hién (Lam thuc ) Thire hién/ | may lau vién
Qualification t&)/ Execute execute Applying for the
Bao caof Report - Phé duyét/ | deduster
approve
Bang de cuong/ ) Soan thaof
Protocol prepare Ap dung cho
0Q There hién (Lam thye Thye hién/ | may lau vién
té)/ Execute ) execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
Biéu mau/Form
HIGL; Thue hién {(Lam thyc
chuan té)/ Execute
Calibration
N ) Bao cao/ Report
Tham dinh _ . .
Qualification Bang de cuvong / ) Soan thaof
Protocol prepare Ap dung cho
PQ Thuyc hién (Lam thue i Thwe hién/ | may fau vién
té)/ Execute execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve

7.3. Diéu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

V& hd so: Nha san xuét ban giao day dd
hd so theo d& xuét cia cong ty.

Vé thiét bj: Ban giao day dd thiét bi kem
theo, d nghé va phuy tiing thay thé dy
phong.

V& van hanh;: Thiét bj phai dap (rng diéu
kién hoat dong lién tuc khéng dirng may
trong 24 gior. Va, sén phdm khéng bj sai
léch vé& mét hinh thirc 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.

the
continuous operation in 24 hours. And, the

Operation; The system must satisfy

products do not have any deviation relating fo

tablet appearance, and they are clean after
going through the system.
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8. DOCUMENTS

Provide documents below:

Céng viéc Ho so $6 lwong Ghi cha
Process Document Quantity Note
Hé so thong sb ky thuat/ Documents and 01 B&/
N drawings 01 Set
Ho so 01 B/
bao gia Bao gia/ Quotations '
4 01 Set
Quotation 04 Ba/
3 Q
Hop dong/ Contract 04 Set
A » x . " o
:no s{ﬁ.iﬁf‘l Bang thong sb ché tao/ Specification 01 B&/ gJe 2(;:\0 nh?n (ppe
nhan tiet K8/ 1 4 cuments and drawings 01 Set uyg) or
Design confirmed purpose
by -
Ho so Pé cwong va ké hoach/ Protocol
thiet ke/ —
DQ Bao cao/ Report
Bao gdm céac
K ~ . R
Tu kiém tra/ | Bao cdo nha san xudt tu kiém tra treéc 01 B8/ fhunq nhbann k;’enm
Self-checking | khi xuat xwéng/ Report 01 Set ra cac be p lg_m
chinh  / Including
main parts certificates
Hb so FAT/ | P& cwong/ Protocol
FAT documents | Bang ghi chép/ Report
Ho so Bé cwrong kiém tra/ Protocol %11 Egt/
kiém tra va R 071 Bo/
xac nhan Bang ghi chép kiém tra/ Report 01 Set
nghlém thu/ . . . 02 Bo/
SAT documents | Bi€n ban nghiém thu/ acceptance minutes 02 Set
. 1Q
) Bbé cwong/ 0Q
Ho6 so thadm | Protocol — X
dinh/ Hiéu chuan/ Calibration
Qualification X 1Q
documents Bao cao tham 0Q
dinh/ Report — .
Hi&u chuan/ Calibration
. X a1 o . 01 B/
Hwéng dan van hanh/ Operation instruction 01 Set
Bén vé tdng thé trang thiét bi, hinh cac bd
) phan, ban vé bd tri/ Drawing: general, parts,
Khac - it
equipment position
Others 01 Ba/
Danh sach phu ting/ Spare parts list 1 Se
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) (khong phai
GMP)
9.1. The&i gian bao hanh (dam bao trach
nhiém sai sot):

- Bén cung cép thiét bi phai dam bao thiét
bi dap (rng dli cac thong s6 ky thuat-chat
lwong ma Dwoc Hau Giang da dat hang.
- Thiét bj phai dap (ng san xuét dwoc cac
san pham ma Dwoc Hau Giang da néu
trén. Trwdng hop ma thiét bi khéng dap
ng san xuat cho 1 sén pham nao d6 ma
nguyén nhan thudc vé thiét bj thi nha cung
cap phai khac phuc va chiju chi phi vé van
dé do.
- Thoi gian bao hanh téi thidu 12 thang
tinh tlr ngay nghiém thu thiét bi.

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

Bao mat théong tin:
- Tét ca théng tin dwoc trinh bay va bi mat
kinh doanh clia ca hai bén chi dwoc st
dung cho trwrd'ng hop nay va khéng duoc
tiét 16 hodc dwa cho bén th ba
- Trwdng hop song phwong cé thanh qua
tir y twdng, phat minh trong qua trinh thiét
ké va st dung hé thdng/ thiét bi trong hop
ddng mang lai. Néu cé dw dinh ndép don
xin quyén sé& hitu cdng nghiép, can théng
bao trwéc cho dbi tac, cling thao luan va
dwa ra quyét dinh.
TiINH TRANG BAN HANH, SUA BOI

9.2,

9.3.

10.

MAu: P13/F09-BI
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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

No6i dung stra doi

Content

Lan ban hanh/ Version: 1, Ngay phé duyét/ Approved date: 016’1001,1920035

Ban hanh m&i
New issue
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Céng ty CP Duwoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO' DIEN/ ME DEPT.

S6/No.: ME/2025/01/URS/M313-16

1. MUC PiCH
Dau tw bd sung may lau vién, may hat bui
va dwdng dan vién cho may dap vién hién
hiru cia Xwdng 1.
Nang cao nang suét chat lwgng nham dap
trng nhu cau chét lwong ctia EU-GMP.

. PHAM VI CONG VIEC

Tén hé thdng/thiét bj: May lau vién, may

hat bui va dwdng dan vién.

S6 lwong: 01 day chuyén

Vi tri 1ap dat: Cong ty ¢b phan Dwoe Hau

Giang — Chi nhanh Nha may dwoc pham

DHG tai Hau Giang (Xwéng 1).

+ Dia chi: L& B2-B3 KCN Téan Pha Thanh
(giai doan 1), x& Tan Phu Thanh, huyén
Chéu Thanh A, tinh Hau Giang.

+ Phong 14p dat: Phong 044.

+ Cac ban vé lién quan:

+ Ban vé xuwéng 1:

2.2
2.3

Mau: P13/F09-BI

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

. PURPOSE

ihvest New tablet deduster, vacuum cleaner and
connector for the existing tabieting machine of factory 1.

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

2. SCOPE OF WORK

2.2
23

Name of the system/equipment: 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 044.

+ Related drawings:

+ Factory 1 layout:
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Vi tri hién tai clia phong san. xuét

Existing production room focation

Hinh 1. Ban vé méat bang Xwéng 1
Figure 1. Layout drawing of Factory 1

4/15



Céng ty CP Duoc Hau Giang
DHQ Pharmaceutical Joint stock Company
PHONG CO' DIEN/ ME DEPT.

S6/No.: ME/2025/01/URS/M313-16

+ Kich thwdc phong l&p dat thiét bi :

M&u: P13/F09-BI

Form

L4&n ban hanh ctia mau: 20
Form’s version

‘ + Installation room dimensions:

C
Room
b
May dap vién 2000 1 300
/] Tablet pressing e >
f machine
2 Mau doé/Red: Pham vi céng viéc nha thau/
J Manufacturer's scope of work
May lau vien — ~ May do kim loai Mau xanh/Blue: Pham vi cong viéc ctia DHG/
Tablet deduster L“, —3% Metal detector DHG's scope of work
1000mm
hum ) !
VIEI'I
Baskel 2900mm
rd|
h 4 i"‘ l

Hinh 2. Hinh minh hoa Kich thwdc mét bang phong I8p dat thiét bi
Figure 2. illustration figure of Layout dimensions of Installation room

+ Diéu kién mai trwong :

+ Nhiétdd: 22 +5°C
+ Am d6: 50 + 15%
+ Céapsach: D

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

2.4 Pham vi trach nhiém, nghia vu: Theo | 24  Scope of responsibilities and obligations: Follow the

bang dudi table below
Trach nhiém,
nghia vu
Phan loai NGi dung cdng viéc Responsibilities and Ghi chu
Classification Content _obligations Remark
Doi tac
Partner DHG
Thiét ké/ Design | =
Ché tao/ Fabrication % H
FAT
Van chuyén/ Transportation %} = I[:r)1|(::)c|;term 2020
Thiét bj/ | Lép d3t/ Installation V1 =]
Equipment | Bidy chinh/ Adjustment 4} =
Tham dinh/ Qualification | %}
SAT | v
Hu&n luyén nhan vién/ Training for staff | =
Kiém tra trong qua trinh san xuét/ Check
: ; = |
in the actual production
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Coéng ty CP Dwoc Hau Giang M&u: P13/F09-BI

DHG: Pharmaceutical Joint stock Company Form
PHONG CO BIEN/ ME DEPT. L&n ban hanh cla mau: 20
Sé/No.: ME/2025/01/URS/M313-16 Form’s version
Trach nhiém,
A nghia vu
Phén loai Noi dung cdng viéc Responsibilities and Ghi cha
Classification Content _obligations Remark
Doi tac
Partner DHG
Cai tao hé thdng, thiét bi phu tro dap
teng van hanh/ =} |
Phu tro/ Renovating upstream utility
Utility works e x
Ket noi v&i hé thong phu tro/ Connecting
utilities
Thay d6i kién tric/ Architecture works = %
Khac/ Others | v/at ligu van hanh tho/ Preparing the
Material for FAT, Qualification, SAT (inciuding =) 1|

preparing cost)

GUi nguyén liéu (bao gbm chi phi gli)/
Sending the material (including delivery cost)

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

Di doi/ pha d&/ thanh ly/... may hién
hiru/ 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 phai GMP): 5 thang k& tir khi xac 5 months upon receipt of order.
nhan dét hang.

26 Pidu kién bao gia va thanh toan (Theo | 26  Conditions for quotation and payment (According
y&u cau clia DHG) (Khéng phai GMP): to DHG's request) (not GMP):

- For foreign suppliers with at least 1 representative

-

+ D6 v&i Nha cung clp nudc ngoai co it

nhét 1 dai dién tai Viét Nam in Vietnam

+ Ban sao gidy chitng nhan ddng 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,

+ Caliét ké cac dw an da thue hign twong tw. |+ List of similar projects that have been implemented.
C6 hop ddng, bién ban nghiém thu, ban C_30r.1tra(.;ts, acceptance reports, handover/contract
giao duwa vao sir dung/bién ban thanh Iy liguidation reports are available.
hop déng.

2.6.1 Bang bao gi&: 2.6.1 Quiotation:

+ Phai 14 ban gbc cb tén cong ty, chir ky, | + Must be original with company name, signature and
déng dau. seal.
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Céng ty CP Dwoc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CQ BIEN/ ME DEPT.
S6/No.. ME/2025/01/URS/M313-16

+

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

Thé hién nwdc san xuit, ndm san xuat
(sau nam 2024)

Bdo gia c6 thdi han tir 2 thang tré 1&n ké
tle ngay bao gia cd hiéu lwc

Thoi gian bdo hanh thiét bi, ti thiéu 12
thang ké tir ngay nghiém thu.

Bao gid bao gbm tat ca chi phi thudc pham
vi nha thau thyc hién theo URS.

2.6.2 Thanh toan

.+.

+

Tam trng ti da 20% gi4 tri hop ddng trong
vong 7 ngay lam viéc khi ky hop déng va
DHG nhan dd hd so thanh toan.

Thanh todn 50% gi& tri hop dong trong
vong 30 ngay lam viéc ké tir khi ky hoan
thanh nghiém thu SAT va DHG nhan dd 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 nhén
dwoc bdo 1anh bao hanh.

Péng tién thanh toan: Viét Nam Déng.

2.6.3 Bao lanh thanh toan

+

Bao lanh tam rng: twong dwong gid tri tam
trng, cd hiéu e tlr ngay phat hanh dén khi
gia tri tam tng dwoc hoan tra hoan toan.
Bao lanh thwc hién hop ddng: Tbi thiéu
10% gid tri hop ddng, co hiéu lwc tir ngay
phat hanh dén khi két thuc cac nghia vu
hop dbng.

Bao lanh bao hanh: Téi thiéu 5% gia tri hop
dong, ¢é hiéu lwc tir ngay nghiém thu duwa
vao s dung dén két thic thdi gian bao
hanh.

Mau: P13/F09-BI

Form

Lan ban hanh cla 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 ali costs within the scope of
the contractor's performance under URS.

2.6.2 Payment:

+ Maximum advance of 20% value of the confract
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: eduivalent to the
value of the advance payment, valid from the date
of issue until the advance payment is fully repaid.

+ Contract performance guaraniee: 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 puiting
into use unti 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/2025/01/URS/M313-16

3. CAU TAO HE THONG/ THIET B|

Ma&u: P13/F09-BI

Form

L&n ban hanh ctia mau: 20

Form’s version

3. CONFIGURATION OF SYSTEMS/ EQUIPMENT

STT Thiét bj S6 lwong Ghi cha
No. Equipment Quantity Note
1 May lau vién 1
Tablet deduster
2 May hut bui cdng nghiép 1
Industrial dust collector ]
Buwéng dan vién két ndi tir 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
?.13\';\-\@:1 =
Khi nén stine
(5 d ai
ompressed air e ]:[]7 -
cabinet J;{ ) ‘ \‘I E— -
L ‘ | e ——
4 ! _l_ ﬁ = 2700
i PRGN o
Hl \ e .
F] N . — May lau vién
” May hit e Tablet deduster
) II)JI‘!"lI IES
{ 4 collector N4

Mau do/Red: Pham vi edng viéc nha thau/ Manufacturer's scope of work

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

* Ghi chi: don vi do 46 daila mm

Note: Measuring unit of length level is mm

Hinh 3. Hinh minh hoa So' dd 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 sb clia cac san pham lién quan: | - Related parameters of the products:
Kich thwéc vién B R Do cirng
. Tablet Dimension Be day vien | Trong lwong | ™5
STT Hinh dang Tablet vién Tablet
4 vién (mm) Thickness | TabletWeight | | 1401t
" | Tablet shape o = 5 =
Dai | Réng |Pwong kinh
Length | Width |  Diameter {mm) (mg) (kp)
7.93- | 3.96—
1 Gaplet | Yoo | 508 290-849 | 93-1191 | 5.71-24.06
2 oval | 7307 40~ 232-6.89 | 85-762 | 3.87-19.06
Round tablet 6.01—14.05 | 2.66-649 | B86-945 | 2.96_16.82
4 | Hexagonal |12:98-114.90- 6.03-6.37 | 808-841 | 15.70—23.65
13.03 | 14.95 : : : :
5 | Triangular | "4~ 3.75-4.65 | 167-207 | 4.69-14.98
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Céng ty CP Dwoc Hau Giang
DHG Pharmaceutical Joint stock Company
PHONG CO BIEN/ ME DEPT.

Sé/No.: ME/2025/01/URS/M313-16

5. YEU CAU VE HE THONG / THIET BI

5.1. Yéu cau dic biét

5.1.1. May lau vién

- Cac chirc nang cé thé cd nhw st dung khi
nén, e hut chan khong, chuyén dong rung,
chuyén déng quay hodc chirc nang khac dé
lau sach bui bam trén bé mat vién sau khi ra
khoi may dap vién.

- Nang suét lau vién ti thidu: 129.600 vién/gidy
- Cac théng sb néu c6 nhu tde dd, mirc do
rung va lwu lwong khi nén cé thé diéu chinh
phii hop véi tbe d6 may dap vien dé dam bao
sau khi lau vién sach bui, khéng anh hwdng
dé&n cam quan vién (dat vé cdm quan).

- Kich thwéc : Ngoé vao clia may phai pha hop
v&i chidu cao mang ra cla may dap vién
(thdng tin tham khao : chiéu cao mang ra cla
may dap vién la 1100mm) d& dam bao sau khi
két ndi thi vién co thé di chuyén tir may dap
vién dén may lau vién.

- Dau ra cla may lau vién co6 thé diéu chinh
dwoe, phai phit hop véi chidéu cao clia may do
kim loai (théng tin tham kh&o: chiéu cao cia
may dd kim ioai la 750mm}.

- Ngd ra cla may lau vién phai duwoc thiét ké
dwdrng dan dé tranh viéc vién sau khi ra khoi
may lau vién bj roi, bé.

- May lau vién phai dwoc thiét ké voi cong hat
bui d& két ndi véi may hat byi.

- Di v&i may lau vién dang ndm ngang, chiéu
cao may phai diéu chinh duoc.

5.1.2. May hut bui

- Ngudn dién st dung phi hgp véi hé thdng
phu tro hién co.

- Loc bui bao gébm Loc chinh ¢é chat liéu 14 tui
vai polyester va Loc Hepa (c6 loc dy phdng).
- Ap suét hat va lwu lwong khi hat co thé didu
chinh @& phu hop vé&i didu kién jam viéc cla
may lau vién.

- Cong suat va strc chiva phi hop véi diéu kién
lam viéc lién tuc 24/24 gid.

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

- Thiét ké phu hop dé vién sau khi ra khéi may
dap vién co di do nghiéng dé chay vao ngd
vao clia may lau vién. Va, d& dang lay méu
vién & cac ngd ra chia may dap vién.

M3u: P13/F09-BI

Form

LaAn ban hanh cla mau: 20
Form’s version

5, REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Special requirements
5.1.1. 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: 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 tabiet 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 1100mmy}, 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 tabiet 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.

- In case of horizontal tablet deduster, 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 tfableting
machine to tablet deduster and from the deduster to
the tablet metal detector

- 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 tabieting
machine.
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Cong ty CP Dwoc Hau Giang

DHG Pharmaceutical Joint stock Company
PHONG CO PIEN/ ME DEPT.
Sé/No.: ME/2025/01/URS/M313-16

- Déi v&i cac may dap vién ¢ 2 ngd ra ndm &
2 bén, drdng dan vién phai dwoc thiét ké gop
lai thanh 1 dwong dan vién sao cho vién khdng
bi roi, b& nhuwng van dam bao gl dd nghiéng
dé vién chay vao ngd vao clia may lau vién.
- Dam bao khdng gian 1am viéc sau rd hirng
vién véi kich thudc 1a 2 900mm (nhw Hinh 2).
- Ngé ra clia may lau vién phai c6 dwérng dan
két néi véi may do kim loai sao cho d& dang
ldy mAu vién & ngd ra clia may lau vién.
6. YEU CAU CHUNG
6.1. Phu hop véi ludt, cac qui dinh va tiéu
chuin

- Tiéu chudn GMP: Thiét bi phai dap (rng tiéu
chuidn WHO-GMP, EU-GMP, GMP Nhat Ban,
PICs-GMP,
- Tiéu chuén dién: thiét bj phai dat tiéu chuén
IEC hoic ISO.
- D6 6n: khdng vrot qua 85 dB trong pham vi
1 mét.
6.2. Hé théng phuy tro sin cé :
- Ngudn dién:

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

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

- Céac chi tiét tiép xic v&i trye tiép san
phdm: 1am tlr inox 304 hodc 316L: nhua va
keo dwgc phép dung trong dwoc phdm (hodc
twong duong), khdng dwgc xay ra phan ng
hoa hoc gay anh hudng chat lwong san pham.
6.4. Yéu cau vé dién

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

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

- Sau khi mét dién: may khong duoc tw
déng chay ma phai dwgc khgi dong lai boi
ngwei van hanh.

- Khi co s ¢b mét dién: cac div lieu van
hanh dwoc lwu lai va cé thé s dung khi cé
dién tré lai.

Mau: P13/F09-BI

form

Lan ban hanh ca mau: 20
Form's version

- In case the tableting 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.

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

- 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.

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

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

- Electrical standard: Equipment must satisfy IEC or
1S0.

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

6.2. Specifications of the available utilities:
- Power 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 316, 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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Coéng ty CP Dwgc Hau Giang

DHG Pharmaceutical Joint stock Company

PHONG CO BIEN/ ME DEPT.

Sb/No.; ME/2025/01/URS/M313-16

- Ta dién y&u cau cu thé tinh nang chéng

nwd&c bui.

- NUt dirng khan cép duoc dat & vi tri thuan

tién dé& dirng may ngay lap tie.

6.5. Y&u cau vé nGt nhan van hanh :

required.

Mau: P13/F09-BI

Form

LLAn ban hanh cda 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 hutton specifications:

Mau sac Ghi chd
Color Remark

Nut khoi ddng/ Start button Xanh/ Green

Nt dirng/ Stop button P06/ Red

NGt dieng khan cap X Kiéu: xoay d& mé khéa
Do/ Red .

Emergency button Type: Turn-reset

Nut reset/ Reset Vang/ Yeliow

6.6. Y&u cau vé hé théng khi nén

- Thiét bi phai ¢d bd chinh ap khi nén va loc
phi hop.

- Khi nén st dung tiép xic triec tiép v&i san
pham phai thdéa man cac tiéu chuén yéu cau
cta DHG.

6.7. Yéu cau vé vé sinh, bao tri, stra chiva
- X Iy b& mat cac chi tiét tiép xtc truc tiép voi
san pham: phai nhan bong dé dé vé sinh.

- \/3 bao che: Thiét bj sé dwoc |ap dat trong
phong sach {c&p sach D) nén vo bao che phai
dwoc 1am bang inox 304 (hodc vat liéu twong
dwong).

- Khung may cd két cdu clrng virng, it rung
ddng khi van hanh.

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

- Cac bd phan chuyén dong phai duwgc bao
che ddy d0 dé& dam bdo an toan va tranh tap
nhiém.

- D& v& sinh; May duwoc thiét ké dé& vé sinh &
t4t ca cac b& mat, thiét ké sao cho dé dang
kiém tra cac bé mit sau khi vé sinh.

- Cung c4p dién tich tiép xuc truc tiép véi sén
pham d& DHG thadm dinh vé sinh

- Dé thay ddi bd phan may: May phai dugc
thiét k& d& dé thay doi cac bo phan may.

6.8. Yéu cidu vé phu kién

- Nha thau can cung cap cac vat tw tidu 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 instalied in the
clean room (Grade D) so its exterior coverage should
be made of SUS 304 (or equivaient 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 preventicn 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 th&u can cung cép danh sach phu kién
cung v&i bao gia.
6.9. Huén luyén van hanh

Nha thdu phai t6 chic hudn luyén cho
ngw&i sz dung vé trinh tw van hanh va vé sinh
may cling nhuw phwong phap thao I3p may va
bao tri.
6.10. Yéu ciu vé nhin nhan dang
- Cac thiét bj phai dwoc dit ma sé va dwoc
dan nhan nhan dang.
7. THAM DINH THIET B| VA NGHIEM THU
7.1. Mirc dd can thiét

Tién hanh chon cac didu kién duwoi day:

Mau: P13/F09-BI

Form

Lan 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:

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

7.2. Pham vi trach nhiém, nghia vu:

| 7.2. Responsibility, obligation

Trach nhiém, nghia vu
Céng viéc Responsibility, obligation Ghi chq
Tasks Paoi tac/ DHG Note
Partner
Thire hién tw kiém tra trée khi Thire hisn
R xuat xwdng/ Check machine before eigcutlsn -
Tw kiém tra | release the machine
Self-checki . . . , .
el-enecking Ba9 cao tw kiém tra trede khi Thic hién/ Phé duyét/
xuat xweng/ Report execute approve
Pé curong/ Protocol
FAT Thuwc hién/ Execute
Bang ghi chép két qua/ Report
.z 2 A Soan thao/ Phé duyét/
Kiém tra | Bang dé cwong/ Protocol orepare approve
xac nhan | Ty hign (Lam thyc t6)/ Execute | 1HYE hién/ | Nhén ching/
nghiém thu execute witness
SAT Bao ciof Report Soan thao/ Phé duyét/
prepare approve
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Form

Lan ban hanh ctia mau: 20
Form’s version

Trach nhiém, nghia vu
Cong viéc Responsibility, obligation Ghi chi
Tasks Péi tac/ DHG Note
] Partner
Bang dé cwong / ) Soan thao/ |
Protocol prepare Ap dung cho
DQ Thye hién/ Execute - Thue hign/ | may .Iau vien
execute Applying for the
Bao cao/ Report - Phé duyét/ | deduster
approve
Bang dé cwong/ ] Soan thao/
Protocol prepare Ap dung cho
Tham dinh | g Thiec hién (Lam thirc ] Thic hién/ | may lau vién
Qualification té)/ Execute execute Applying for the
Bao cao/ Report - Phé duygt/ | deduster
approve
Bang de cvong/ ) Soan thao/
Protocol prepare Ap dung cho
0Q Thirc hién {(Lam thyc Thue hién/ | may lau vién
te) Execute i execute Applying for the
Bao caof Report - Phé duyée deduster
approve
Biéu mau/Form
Hleti There hién (Lam thyc
chuan té)/ Execute
Calibration
x ) Bao caol Report
Tham dinh _ < b .
Qualification Bang de cwong / i Soan thao/
Protocol prepare Ap dung cho
PQ Thec hién (Lam thure i Thue hién/ | may lau vién
té)/ Execute execute Applying for the
Bao cao/ Report - Phé duyet/ | deduster
approve

7.3. Biéu kién nghiém thu

7.3.1.

7.3.2.

7.3.3.

Vé hd so; Nha san xuat ban giao day da
hd so theo dé xuét ctia cong ty.

V& thiét bi: Ban giao day du thiét bi kem
theo, d& nghé va phu ting thay thé dy
phong.

V& van hanh: Thiét bi phai dap tng diéu
kién hoat dong lién tuc khdéng dirng may
trong 24 gi¢r. Va, sén pham khong bi sai
l&¢ch 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 ali document which
DHG proposed.

Device: Handover all accessories, tools, spare
parts.

Operation: satisfy the
continuous operation in 24 hours. And, the

The system must
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 DE XUAT

Hay cung cap cac hd so dwoc néu bén duwéi:

M&u: P13/F09-BI

Form

LLAn ban hanh cta mau: 20

Form’s version

8. DOCUMENTS

Provide documents below:

Cong viée Hé so S lwong Ghi ch
Process Document Quantity Note
HO so théng sd ky thuat/ Documents and 01 Bo/
N drawings 01 Set
Ho so 01 Bo/
bao gié Bao gia/ Quotations '
. 01 Set
Quotation 04 Bo/
Y 0
Hop dong/ Contract 04 Set
r'f." SoaC: |Bang thong sé ché tao/ Specification 01 B&/ ?e o0 ”h?” (p;‘e
nhan .|e €| documents and drawings 01 Set uye ) or
Design confirmed purpose
HG SO Pé cwong va k& hoach/ Protocol
thiet ke/ T
DQ Bao caof Report
Bao gdébm cac
. Y -
Tw kiém tra/ | Bao cdo nha san xut tv kiém tra truedc 01 B&/ ;:hu’ng’ nhbann k;eﬂm
Self-checking | khi xuét xwéng/ Report 01 Set ra cac bo phan
chinh / Including
main parts certificates
Hb so FAT/ | P& cwong/ Protocol
FAT documents | Bang ghi chép/ Report
Ho so Bé cwong kiém tra/ Protocol %11 ngtl
kiém tra va - 01 Ba/
Xac nhan Bang ghi chép kiém tra/ Report 01 Set
nghiém thu/ . -~ 02 Bo/
SAT documents | Bi€n ban nghiém thu/ acceptance minutes 02 Set
. 1Q
bPé cuong/
Hb so thdm | Protocol 09 :
dinh/ Hiéu chuan/ Calibration
Qualification R 1Q
documents Bao cao tham 0Q
dinh/ Report — p
Hiéu chuan/ Calibration
Hwong dan van hanh/ Operation instruction %1 gc—?t/
Ban vé tdng thé trang thiét bj, hinh cac bd
Kha phén, ban vé& b tri/ Drawing: general, parts,
ac equipment position
Others 01 Ba/
Danh sach phu tlng/ Spare parts list 01 Set
Ban vé lién quan dén dién, céc dung cu 01 Bd/
do dac/ Electrical diagram, measuring tools 01 Set
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9. KHAC (Lwu y dic biét) (khéng phai
GMP)
9.1. Thei gian bao hanh (dam bao trach
nhiém sai sot):

- Bén cung cap thiét bi phai dadm bao thiét
bi dap trng dU cac thong sb 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. Trwong hop ma thiét bi khéng dap
tPng san xuat cho 1 san pham nao d6 ma
nguyén nhan thudc vé& thiét bi thi nha cung
cap phai khac phuc va chiu chi phi vé van
dé do.
- Thoi gian bao hanh téi thiéu 12 thang
tinh tir ngay nghiém thu thiét bi.

Cung cap phu ting dw phong:
- Nha cung cép phai cung cép day dd va
kip thei cac phu tung dw phong ma Duoc
Hau Giang yéu cau.

Bao mat thong tin:
- T4t ca thong tin dwoc trinh bay va bi mat
kinh doanh cla ca hai bén chi dwgc st
dung cho trwong hop nay va khéng dwoc
tiét 10 hodc dwa cho bén th ba
- Trwdrng hop song phwong co6 thanh qua
tir y twdng, phat minh trong qua trinh thiét
ké va st dung hé théng/ thiét bi trong hop
ddng mang lai. Néu c6 dw dinh ndp don
xin quyén s& hiru cong nghiép, can théng
bao trwdc cho dbi tac, cling thao luan va
dwa ra quyét dinh.
TiNH TRANG BAN HANH, SUA BOI

9:2:

9.3.

10.

@

10.

MAau: P13/F09-BI

Form

Lan ban hanh ctia 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
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