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Te

MUC bicH
Dau tw may dap vién chay D thay thé cho may
dap vién da xudng cép clia Xuwéng 1.

Nang cao nidng suat san xuat nham dap (rng
nhu cAu san xuat.

PHAM VI CONG VIEC

Bao gdm nhwng khéng gi@i han trong cac noi
dung sau:

2.1. Tén hé thong/thiét bi : May dap vién 45 chay

D

2.2. S6 lwong: 01 may
2.3.Vi tri 1ap dat: Coéng ty cé phan Dwoc Hau

Giang — Chi nhanh Nha may dwoc pham
DHG tai Hau Giang (Xwéng 1).

— DBia chi: L6 B2-B3 KCN Tan Phu Thanh (giai

doan 1), xa Tan Phu Thanh, huyén Chau
Thanh A, tinh Hau Giang.

— Phong lap dat: Phong 043
— Pinh kém 01 : ban vé khao sat bé tri thiét bi

va hé théng phu tro cla phong 43 (tham
khao)

— Ban vé dinh kém bao gém:

+ Ban vé tdng thé

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

Form's version

1. PURPOSE

Invest New D-type Rotary tablet compressing
machine for replacing the degraded one of Factory
1.

Improve productivity to meet the production
demand.

2. SCOPE OF WORK

Should include but is not limited to the following :

2.1. Name of the system/ equipment. 45-station D-
type tablet pressing machine
2.2. Quantity: 01 machine

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

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

— Room: Room 043

— Attached 01: The survey drawing of the
equipment layout and utility systems of room
43 (Reference).

— Attached drawing:

+ Overall layout
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Hinh 1: Ban vé téng thé
Figure 1: Overall layout
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+

Ban vé xwdng 1 I + Layout of factory 1

i i
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Hinh 2: Ban vé mat bang Xuwdng 1
Figure 2: Layout drawing of Factory 1
+ Ban vé phong lp dat thiét bi | + Installation room layout
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Hinh 3: Ban vé mat bang phong 1&p dat
Figure 3: Layout drawing of installation room
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— Diéu kién méi trweng phong: — Room conditions:
+ Nhiét do: 22 +5°C + Temp:22+5°C
+ Amdo: 50 + 15% +  Humidity: 50 + 15%
+ Cépsach: D + Cleanliness: D
2.4. Pham vi trach nhiém, nghta vu: Theo béng 2.4, Scope of responsibilities and obligations: Follow
duai the table below
Trach nhiém,
nghia vu
Phan loai Noi dung cong viéc Responsibilities and Ghi cha
Classification Content obligations Remark
Bai tac DHG
Partner
Thiét ké&/ Design A H
Ché tao/ Fabrication A H
FAT A A
Van chuyén/ Transportation A H | Incoterm: DDP
Hé théng, L3p d&t/ Installation vl =
thiet bi/ Biéu chinh/ Adjustment %] H
Systems, equipment — .
Tham dinh/ Qualification A A
SAT 1%| A
Huén luyén nhan vién/ Training for staff A H
Kiém tra trong qua trinh san xuat/ Check in
. = %]
the actual production
Cai tao hé thong, thiét bj phu tro dap trng . -
Phu tro/ van hanh/ Renovating upstream utility
Utility works Két ndi va&i hé théng phu tro/ Connecting = 7
utilities
Thay ddi kién trdic/ Architecture works H A
Khac/ Others Vat liéu van hanh thi/ Preparing the Material for = A
FAT, Qualification, SAT (including preparing cost)
G&i nguyén lieu (bao gdm chi phi gti)/ = &
Sending the material (including delivery cost)
Chi phi nhan s thuwe hién FAT (vé may bay,
khach san,...) cho ... ngwdi / cost for FAT H %
executing (airplane ticket, hotel fee,...) of ... people
Di d&i/ pha d&/ thanh ly/... may hién hieu/
Relocating/ demolition/ liquidation/... of an existing = vl
machine
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2.5. Thoi han giao hang theo hop déng (khdng
phdi GMP): 3-4 thang ké tir khi xac nhan
dat hang.

2.6. Diéu kién bao gia va thanh toan (Theo yéu
cAu clia DHG) (Khéng phai GMP)

2.6.1.
+ Phai cé tén céng ty, chtr ky, déng dau.

Bang bao gia:

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

+ Cac tuy chon thém theo may va phu
kién kém theo.

Thé hién nwéc san xuat, ndm san xuét.
Bao gia c6 thdi han tr 2 thang tré 1én.
C6 ghi thei gian bdo hanh thiét bi, toi
thiéu 12 thang ké tir ngay nghiém thu.
Bao gdm tat ca chi phi c6 lién quan
Bao gia ghi ré da cdé hay chwa co bao
gdm thué VAT.

2.6.2. Thanh toan

+ 30% gia tri hgp déng ngay sau khi ky
hop déng va DHG nhan dut hd so thanh
toan.

+ 50% ngay sau khi DHG nhan day dd
thiét bi va hd so thanh toan.

+ 20% con lai sau khi nha cung cép hoan
thanh viéc I&p dat, van hanh, chay thiy
dat yéu céu, hudng dan DHG sl dung
thiét bi, thwc hién ky két Bién ban
nghiém thu cling v&i DHG va cung cép
day d hé so thanh toan cho DHG.

+ Dbng tién thanh toan: Viét Nam Déng.

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

Form's version

2.5. Delivery time according to the contract (not GMP):
3-4 months upon receipt of order

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

2.6.1. Quotation:

+ Must represent company name, signature,
company seal.

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

+ lllustrate additional options and accessory.

+ Show country, time of manufacture.

+ Valid for over two months.

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

+ Include all relevant cost.

+ Must notify including VAT or not.

2.6.2. Payment:

+  30% value of the contract amount right after
signing the contract and DHG receives
enough payment documents.

+ 50% value of the contract amount right after
DHG receives all equipment and payment

documents.
+ 20% remaining right after supplier
completes the installation, operation,

commissioning until passing requirement,
instruction for DHG to use the equipment,
perfomance of signing Acceptance minute
together with DHG and provide enough
payment documents for DHG.

+ Payment currency: Viet Nam Dongs.
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3. CAU TAO HE THONG/ THIET BI

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

Form’s version

3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS

STT Hé théng/ Thiét bi Sé lwong Ghi chu
Ordinal System/ Equipment Quantity Note
1 May dap vién chay D y
D-type tablet pressing machine
5 May lau vién 1
Tablet deduster
3 May do kim loai 1 Chuén bj béi DHG
Metal detector Prepare by DHG
B& clp bdt chan khéng
4 1
Vacuum powder feeder
5 May huat bui 4
Dust collector
Hinh Anh Mang Tinh Chat Tham Khao!
Images of reference nature
Chiéu cao cira
Door's height = 2170
f
l )
%
Khi nén l‘r""‘l‘l-" % /!
Compressed air - Sis |
» I I 2700
b
}
Khop noi F— ‘
nhanh e, Aann " 1
Air Coupler 1
475 |
[ : }

-

Mau do/Red: Pham vl cong viéc nha thau/ Manulacturer's s

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

4390

* Ghi ch: don vi do dg daila mm
Note: Measuring unit of length level is mm

Hinh 4: So a6 bé tri hé théng may
Figure 4: Layout drawing of machines arrangement

-Lwuy: Kiéu dang cua thiét bi chi mang tinh chat | - Note: The shape of equipment above is only for reference.
tham khao. Kiéu dang thuc t& tly vao ciu hinh The actual shape depends on selected model of

dwoc chon theo bao gia clia nha cung cép.

equipment, based on quotation of vendor.
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MZau/ Form: P13/F09-BI
LAn ban hanh clia mau: 20

Form's version

4. THONG SO SAN PHAM VA CAC TIEU CHi | 4. SPECIFICATION  AND  CRITERIA  OF
PRODUCT/ PROCESS
- Danh muc san pham va cac théng sé lién quan | - Product list and the related parameters
. Kich s o Tron y . M3 sd
Hinh : Bé day ong | Ty tr?.ng Poé cirng N
Tén rd thuwéc o lwong khoi i chay coi
enrat | dang i vién : vién ..
STT " vién vién Powder mé&i
No. gon vien | - Tablet e bulk Tablet | g
Short name | Tablet | .. 22" | Thickness RIS . hardness | oW ¢0de
ke Dimension (iin) Weight density (kp) of punch
P (mm) (mg) (g/mL) and die
1 HPC 650 Caplet 19.5x7.5 | 5.80-6.60 | 784.5 £ 5% 0.559 5.00 - 14.00
2 HPC 650 E Caplet 19.5x7.5 | 6.30-7.20 | 838.5+ 5% 0.534 8.00-20.00 | C5056-1
3 HPC PAIN Caplet 19.5x7.5 | 6.40-6.77 | 817.1 £+ 5% 0.52 6.00-12.00
4 HPC CSD Caplet 19.4x7.4 | 590-6.40 |771.2+5% 0.546 8.00 - 20.00 | C5028-1
5 PCF DHG Caplet | 18.8x9.24 | 5.00-5.60 [661.0+ 5% 0.563 7.00-12.00 05024
6 GMF 500XR | Caplet 18x9 6.20-6.70 [ 959.0 + 5% 0.497 15.00 - 38.00 | C5143-1
7 MAG B6 Caplet 16.5x9 5.20-5.90 | 583.8 £ 5% 0.50 7.00-15.00 05031
8 ZIDO DHG Round ®12 4.80-5.40 [ 533.1 £ 5% 0.575 6.00-15.00 A5091

- Lwu y: Khi tién hanh nghiém thu may, DHG sé
chon 02 san pham bét ky trong danh muc trén dé
tién hanh chay nghiém thu thiét bj.

5. YEU CAU VE HE THONG / THIET BI

Bao gém nhwng khéng gi&i han trong cac ndi dung
sau:

5.1. Yéu cau dac biét

5.1.1. May dap vién

a. Than may

- V& bao che phai dam bao an toan, dwogc bd tri
clra quan sat véi vat liéu trong subt.

- 86 lwong ngd ra may dap vién: 02 va dwoc trang
bj tinh ndng lay mau tw ddng trén man hinh

- Khodng cach tir ngd ra cltia may dén ngd vao cua
may lau vién phai phu hop.

b. Mam xoay

- S6 tram trén mam: 2 45

- Trwrng hop chay cé then: Cong suét co thé dat
162.000 vién/gi® (vién caplet)

- Trwong hop chay khéng then: Céng suét cé thé
dat 270.000 vién/gi® (vién tron)

- Note: When acceptance testing the machine, DHG
will choose any 02 products in the above list to carry
out the acceptance test for the equipment.

5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS

Should include but is not limited to the following :

5.1. Special requirements
5.1.1. Tablet pressing machine
a. Machine body

- The coverage must ensure safety, especially, the
observation windows must be deployed appropriately
with transparent material.

- The number of tablet press output : 02 and equipped
with automatic sampling function on screen.

- The distance from the output of the machine to the
input of tablet deduster must be appropriate.

b. Turret
- Number of station: = 45

- In case of punch with key: Capacity can reach
162.000 tablets/hour (caplet tablets)

- In case of punch without key: Capacity can reach
270.000 tablets/hour (round tablets)
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- Cong suét may tdi da cé thé thay d@di tuy theo déc
tinh sdn phadm thuc té.

- Co seal cao su chdng bét roi vao hé thdng cam
duwdi, han ché tinh trang mai mon va ket chay
duwoi.

c. Bo cap bot

- S6 tram cép bot: 02

- Chiing loai: B§ cép bét théng thwong va bd cip
bét cwdng blrc. Co thé chuyén ddi st dung khi can
thiét.

- BO cép bot cwéing blrc: Téc d6 xoa ban gat dwoc
diéu chinh trén man hinh cam ¢ng & 2 ché do
thuan chiéu va ngwoc chiéu kim ddng hd.

d. Hé théng nén

- May dwoc trang bi nén chinh va tién nén. Thong
sb cac lwc nén dwoc hién thj trén man hinh didu
khién

- Lwe nén phai dam bao tao dwgc do cirng vién
phlu hop véi cac san phdm trong danh muc san
pham & muc 4.

- Ché d6 bao vé qua tai cho nén chinh va nén phu.

e. Hé théng CAM
- Cam chay trén va dwdi phai cd dé clrng phi hop.

- C6 co cau chdng ket chay trén va dwéi cam.

- Trang bj hé thdng béi tron tw déng cho chay trén
va chay dwdi

- Tao dwgc dd sau tiép bot phi hop véi dac tinh
tlrng san phdm trong danh muc san pham & muc
4,

- CAM chay dwéi : cung cap day di cac loai CAM
v@i kich thwée phit hop cho viéc san xuét cac san
pham trong danh muc san phdm & muc 4.

f. Chay & Cébi

- Loai chay & céi: Loai D, c6 then & chay trén

- Vui long kiém tra tai lieu dinh kém s 02 — Ban
VE vién.

- S6 lwgng chay & cdi can dau tw: 50 cap/ san
pham.

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

Form'’s version

- Depends on the different powder properties,
maximum machine productivity may differ

- Using rubber seal to prevent powder from falling into
lower cam track, reduce wear and tear in lower
punchs.

c. Feeder units
- Number of feeding station: 02

- Type of feeder: Gravity feeder & force feeder (DP
unit). Being able to switch to use when needed.

- For DP unit: wing speed is adjusted on touch screen
in either direction (clockwise and counter - clockwise).

d. Compression unit

- Have main compresion and pre-compression rollers.
The compression force parameters are displayed on
the control screen.

- Compression must ensure to create tablet hardness
in approriation with the products in the list at article 4.

- Have over-loaded protection for main and pre-
compression.

e. CAM tracks

- Upper & lower Cam must have appropriate
hardness.

- Anti-jam for upper punches and lower punches are
equipped.

- Equipped with automatic lubrication system for upper
and lower punches

- Create approriate filling depth for each product in the
list at article 4.

- Lowering CAM: provide enough types of CAM with
the dimensions appropriation with the products in the
list at article 4.

f. Punch & Die

- Type of punch & die; D type, there is a lock on the
upper punch
- Please check attachment No. 02 — Drawing tablets.

- Number of punch & die set need to invest: 50 pairs
for each product.
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- Téng sb6 bd chay: 6 Bo, bao gém C5056-1,
Ch028-1, C5143-1, 05024, 05031 va A5091.

- Chay va cbi phai gia cong theo tiéu chudn chau
au

g. Hé théng dién va diéu khién

- Bang diéu khién dang man hinh cam trng mau,
cd thé gan cb dinh lén than may.

- M3t bén clia phéu lap cadm bién murc, d& thao lap
bang tay, gitp kiém soat lwong bét trwdc cép liéu

- S dung b diéu khién PLC, giam sat va diéu
chinh cac théng sb hoat ddng clia may théng qua
man hinh cam ng.

- Téc d6 may co thé didu chinh vo6 cép bang
Inverter.

- TG dién dwoc gan lién vao than may dap vién.

- Str dung hé théng khoa lién déng, tw ddng dirng
may khi mé ctra & nhivng vi tri quan trong.

- Trang bi cam bién mic cho bd cép bot cudng
birc gitip theo doi lwgng bét con lai va diéu chinh
sé vong quay dam bao chéat lwgng vién nén 6n
dinh

- Tich hop hai cdng két néi cb dinh trén may dap
vién phu hop v&i cdng suat may lau vién va may
do kim loai

h. B kiém soat trong lwong vién

- Kiém soat trong lwong vién bang lwc nén.

- Hoat déng chinh xac, 6n dinh.

5.1.2. May lau vién

- Céng suat:

+ Vién caplet: = 162.000 vién/gi&

+ Vién tron: =2 270.000 vién/gio

Nguén dién: 100~240VAC + 10%, 50-60 Hz, 1 pha

- Trang bi banh xe xoay (c6 khéa), chét liéu phu
hop vé&i moi trdng phong sach

- Téc d6 may co thé didu chinh v6 cap dé phu hop
voi the d6 may dap vién.

Mau/ Form: P13/F09-BI
LAn ban hanh ctia mau: 20
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- Total number of punch and die: 6 sets including
C5056-1, C5028-1, C5143-1, 05024, 05031 and
A5091.

- The punch and die must meet EU standard

g. Electrical — control system

- Using colorful touch screen which can mount on the
machine frame.

- The side of the hopper is equipped with a level
sensor, easy to remove by hand, helping to control the
amount of powder before feeding.

- Using PLC controller to monitor and set the
operational parameters through HMI touch screen.

- Turret speed can be adjusted continously by inverter.

- Electric box is attached to side of tablet machine
body.

- Using interlocking. Stop machine when the door .
which is in critical position is opened.

- Equipped with a level sensor for the forced powder
feeder to monitor the remaining powder amount and
adjust the number of revolutions to ensure stable
tablet quality.

- Integrate two fixed connection ports on tablet

pressing machine suitable for the power of the tablets
deduster and the metal detector.

h. Tablet weight control system

- Control of tablet weight by compression.
- Accurate, stable operation.

5.1.2. Tablet deduster

- Capacity:

+ caplet tablets: = 162.000 tablets/hours
+ round tablets: =2 270.000 tablets/hours

- Power supply: 100~240VAC * 10%, 50-60 Hz, 1
phase

- Equipped with swivel wheels (with lock), material
suitable for clean room environment '

- Motor speed can be adjusted steplessly to be mafch
with Tablet compression machine speed.
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- Kich thwdc: Chiéu cao may phai ddng bd vai
chiéu cao méang ra vién ctia may dap vién.

- Cac chirc nang c6 thé cé nhw st dung khi nén,
Ive hit chan khong, chuyén déng rung, chuyén
dong quay hodc chirc ndng khac dé lau sach bui
bam trén bé mat vién sau khi ra khéi may dap vién
- V& dién: May lau vién dwoc két néi ¢d dinh vai
may dap vién qua cbng két néi tich hop san trén
may dap vién

- Cac théng sb néu c6 nhu mrc d6 rung va lwu
lwong khi nén cé thé diéu chinh phii hop vei tée
dd may dap vién dé ddm bao sau khi lau vién sach
bui, khéng anh hwéng dén cdm quan vién (dat vé
cam quan).

- May dworc thiét ké théng minh, d& thao 13p va vé
sinh

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

- Dau ra clia may lau vién co thé didu chinh dworc,
phai phtt hop v&i chiéu cao clia may do kim loai
(thong tin tham khao: chiéu cao ctia may do kim
loai la 750mm).

- D6i v&i may lau vien dang ndm ngang, chiéu cao
may phai diéu chinh dwoc.

- Thong tin tham khao: Chiéu cao thling chira vién
& cudi day chuyén ~475 mm.

5.1.3. May do kim loai (DHG sé chuan bj)

- Nguén dién: 100~240VAC + 10%, 50-60 Hz, 1
pha

5.1.4. Bo cép bot chan khong

- Cong suét dap (ng da cho may dap vién & téc
do toi da.

- May c6 trang bj tinh nang lam sach bé loc tw dong

- Dé thao I&p vé sinh
5.1.5. May hut bui

Mau/ Form: P13/F09-BI
Lan ban hanh ctia mau: 20
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- Dimension: Machine's height must be appropriately
to the Tablet compression machine's finished tablet
discharge chute.

- 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.

- About electricity: The tablet deduster machine is
fixed connected to the tablet press through the
integrated connection port on the tablet press.

- All paramaters, if any such as 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).

- The machine features an intelligent design, easy to
disassemble and clean.

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

- 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).

- In case of horizontal tablet deduster, the machine
height must be adjustable.

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

5.1.3. Metal detector (Will be prepare by DHG)

- Power supply: 100~240VAC * 10%, 50-60 Hz, 1
phase

5.1.4. Vacuum powder feeder

- Auto powder feeder's capacity meets maximum
speed of Tablet compression machine.

- The machine is equipped with an automatic filter

cleaning feature.
- Easy to dismantle and clean.

5.1.5. Dust collector
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- Ngudn dién st dung pht hop véi hé théng phu
tro hién co.

- Ap suét hat va lwu long khi hit co thé diéu chinh
dé phu hop voi didu kién lam viéc ciia may lau
vién.

- Loc bui bao gébm Loc chinh c¢é chét liéu la tai vai
polyester va Loc Hepa.

- Céng suét va strc chira phi hop voi digu kién
lam viéc lién tuc 24/24 gio.

- May hat bui dworce trang bj tinh nang tw déng lam
sach bd loc dé duy tri hiéu suat hut bui lién tuc.

- Yéu cAu : Ngd ra clia may hut bui phai két néi
dwoc véi cdng hat bui clia may lau vién
6. YEU CAU CHUNG
6.1. Phit hop vai luat, cac qui dinh va tiéu chuén
— Tiéu chudn GMP;: Thiét bi phai dap &ng tiéu
chudn WHO-GMP, EU-GMP, GMP Nhat
Ban, PICs-GMP.
— Tiéu chuan dién: thiét bi phai dat tiéu chuan
IEC hoéc ISO.
— P06 on: khdng vwot qua 85 dB trong pham vi
1 mét.
6.2. Hé thdng phu tro san cé
— Ngudn dién:
+ 400VAC (+5%, -10%) - 3 pha - 50Hz.
+ 230VAC (+5%, -10%) - 1pha - 50Hz.
— Khi nén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).
6.3. Y&u cau vé co khi
—  Céc chi tiét tiép xuc vai trire tiép sédn pham:
lam tlr inox 304 hodc 316L; nhwa va keo
dwoc phép ding trong dwge phdm (hodc
twong dwong), khéng dwoc xay ra phan (rng
héa hoc gay anh hwdng chét lwgng san
pham.
— Nha thiu can cung cép bao cao tham dinh
vat liéu (mill test).

MAu/ Form: P13/F09-BI
LAn ban hanh ctia mau: 20
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- Electrical power is suitable with the available utility
system.

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

- Dust filters include main filter material of polyester
and Hepa filter.

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

- The vacuum cleaner is equipped with an automatic
fiter cleaning feature to maintain continuous
vacuuming performance.

- Requirement: The dust collector output must be
connected to the vacuum port of the tablet 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 I1SO.

not more than 85dB within 1m
distance.

—  Noise:

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

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

6.3. Mechanical requirements

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

— The vendor needs to provide the report of
Material test certificate (Mill test certificate).
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6.4. Yéu cau vé dién

Bao vé qua dong: may phai dwoc trang bi
thiét bi bao vé qua dong.
Bao vé ro ri dién: Thiét bj can cé day tiép dat.

Sau khi méat dién: may khong duoc tw dong
chay ma phai dwgc kh&i dong lai b&i ngudi
van hanh.

Khi c6 sw ¢d mét dién: cac di liéu van hanh
dwoc lwu lai va co thé st dung khi co dién
tré lai.

TG dién yéu cau cu thé tinh ning chéng
nwoc bui.

Nut dirng khan cap duwoc dat & vj tri thuan
tién dé dirng may ngay lap ttrc.

Trang bj 2 6 cam dién 1 pha 230VAC (+5%,
-10%) - 1pha - 50Hz trén than may dap vién
dé cung cép ngudn 1 pha st dung cho may
lau vién va do kim loai di kém

Néu hé théng/ thiét bi cé chira hé théng may

tinh, bao gdm HMI & PLC (Giao dién nguoi

va may & Bo diéu khién Logic cé thé 1ap trinh

dwoc) hodc mot may tinh céng nghiép, can

bao gém t6i thiéu cac hang muc sau:

+ Xac minh cac quyén truy cap dwoc phép
trong hé théng.

+ Kiém tra cac bao dong co trong hé théng.

6.5. Yéu cau vé nat nhan van hanh:

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

Electrical cabinet: Water, dust proof property
is required.

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

The tablet compression machine must be
equipped with 2 sockets: 230VAC (+5%, -
10%) - 1pha - 50Hz to supply single phase
power source to the tablet deduster and metal
detector,

If system have a computerized system,
including both HMI & PLC (Human Machine
Interface & Programmable Logic Controller)
or a industrial computer, it should include at
least the following items :

+ Verify the authorised access allowed in the
system.

+ Testing the alarm in the system.

6.5. Operating button specifications:

Mau séc Ghi chu
Color Remark
- rd > s
Nut dirng kh&n cap/ Emergency button D4/ Red Kieu: Xoay de mo khoa
Type: Turn-reset
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6.6. Yéu ciu vé hé thdng khi nén
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6.6. Pneumatic (Compressed air) system

— Thiét bi phai c6 bé chinh ap khi nén va loc
phii hop (néu cé déng hd khi nén phai
dwoc kiém dinh)

Khi nén st dung tiép xtc trwe tiép véi san
pham phai dap (rng cac tiéu chuan yéu cau
clia DHG.

requirements

— The machine must have an appropriate
regulator (to control the pressure) and filter (if
there is a pneumatic clock, it must be
validated)

— The compressed air for the process that
contact directly to the product, must comply
with all the following specifications:

Théng sb Tiéu chuan Gi¢i han chéap nhan
Specifications Criteria Acceptance range
Sé lwgng tiéu phan 20,5 ym < 3.520.000
Number of Particles 25 um < 29.000
Dau Tiép xtc truc tiép vai thube p 3 ]
Oil Contact with products £0.1'mgim*{}50 8573-1)

Khéng tiép xtc véi thude
No contact with products

< 0.1 mg/m?3(ISO 8573-1)

Piém swong / Dew point

< 3°C (ISO 8573-1)

Vi sinh / Microbe

<100 (cfu/m3)

6.7. Yéu ciu vé vé sinh, bao tri, stra chira

X0 ly bé& mat cac chi tiét tiép xutc trwe tiép
v&i sdn phdm: Phai nh&n béng dé dé vé
sinh.

V& bao che: Thiét bj sé dwoc lap dt trong
phong sach (cap sach D) nén vé bao che
phai dwoc lam bang inox 304 (hodc vat liéu
twong dwong).

Khung may co6 két cau cteng virng, it rung
dong khi van hanh.

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

Cac b6 phan chuyén déng phai dwoc bao
che day da dé dam bao an toan va tranh
tap nhiém.

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

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.
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— Dé thay déi bé phan may: May phai dwoc
thiét ké dé dé thay ddi cac bo phan may.

6.8. Yéu cau vé hiéu chuan

— Tt ca cac thiét bj do lwong c6 tac dong dén
san phdm phai dwoc hiéu chuan tai noi san
xuét sau khi l&p dat.

— Cung cép gidy chirng nhan hiéu chun cta
cac thiét bj chuan dwoc st dung dé& hiéu
chuén cho cac thiét bj do ctia may.

— Céc thiét bi do lwdng phai dwoc [3p dat gé
dé dang hiéu chinh dinh ky.

6.9. Yéu cau vé phu kién
— Nha thau can cung cap cac vat tw tiéu hao
trong vong 1 nam.
— Nha thau can cung cép danh sach phu kién
cung véi bao gia.
6.10. Hun luyén van hanh
— Nha thiu phéai t6 chirc huin luyén cho
ngwdi stv dung vé trinh tw van hanh va vé
sinh may cling nhw phwong phap thao Iap
may va bao tri.
6.11. Yéu cau vé nhan dinh dang
— Thiét bj dwoc cung cp kém theo 01 bang
tén nhan dang (dinh kém 03)
— Vatliéu : SUS 304
— Cac duwéng 6ng phai dwoc dan ddu mai tén
dwa theo hwéng di chuyén cla dong lwu
chét.
7. THAM DINH THIET B| VA NGHIEM THU
7.1. Mlrc d6 can thiét
Tién hanh chon cac diéu kién dwdi day

MAau/ Form: P13/F09-BI
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- Easy to change the parts: Machine must be
designed for easy changing the parts.

6.8. Requirement of Calibration

— Each instrument which impacts directly to the
product's quality, must be calibrated at site
after installation.

— Provide the certificate of the prime-calibrated
device which was applied to calibrate the
instrument of machine.

- FEach instrument must be intentionally
installed for easy access during the periodic
calibration.

6.9. Spare parts

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

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

6.10. 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.

6.11. Requirements for identification labels

— Equipment must be provided with an
identification label (atttachment 03)

—  Material : SUS 304

— The pipes must be marked with arrows
according to the direction of movement of the
fluid.

7. QUALIFICATION AND ACCEPTANCE TEST

7.1. Necessary conditions

Choosing conditions below

Diéu kién Can thiét Khéng can thiét
Process Necessary Unnecessary
FAT v =
SAT A =)
Tham dinh/ Qualification A =
CSV (Computerized System Validation) Z =
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7.2. Pham vi trach nhiém, nghia vu:
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7.2. Responsibility, obligation

Trach nhiém, nghia vu

Ca;‘g:iéc Responsibility, obligation G:i fh”
i Déi tac/ Partner DHG ot
Thuc hién tw kiém tra trwéc khi
Tu kidm t xuat xwéng/ Check machine before
Sulf l:mk' 4 release the machine
SIeNeciing "Bao cao ty kiém tra trudc khi xuat
Xwéng/ Report
Pé cwong/ Protocol Soszpt:::d Phé duyét/ approve ?(?éomg;;n
Thuc hién/ Execute Thire higal Nhan chtng/ | nghiém thu
FAT i i execute witness cho CSV
2 Including
Bang ghi chép két qué/ Report 80?2 :::0" Phé duyét/ approve | Acceptance
Preg test for CSV
> X
Bang d& cuwong/ Protocol Sean ] Phé duyét/ approve B?zo gom
Kiém tra prepare kiém tra
xacnhan | Thye hién (Lam thuc &)/ Execute Thyre hien/ Nhan ching/ | nghigm thu
nghiém thu execute witness cho CSV
2 Including
SAT Bao cao/ Report SO?: :::0! Phé duyét/ approve | Acceptance
Prep test for CSV
Bang dé& cwong / . R
Protocol Soan thao/ prepare Bao gom
DQ = = Ccsv
Thuwe hién/ Execute Thure hién/ execute el PO
Bao cao/ Report Phé duyét/ approve s
Bang d& cwong/ Protocol Soan thao/ prepare .
Thuec hién (Lam thuwe ~ Bao gom
1Q &)/ Execute Thure hién/ execute csv
Including CSV
Bao cao/ Report Phé duyét/ approve
Bang dé cuwong/ Protocol Soan thao/ prepare
A
Thue hién (Lam thwe . Bao gom
0Q 8)/ Execute Thwe hién/ execute csvV
Tham d!‘nh —— N N Including CSV
Qualification Bao cao/ Report Phé duyét/ approve
Biéu mau/Form Soan thaol Soan thao/ prepare
Hidy prepare
1 . Thue hién (Lam thwe Thuwe hién/ Nhan chirng/
C:Iibl::it&n té)/ Execute execute witness
Bao cao/ Report Soan thao/ Soan thao/ prepare
prepare
> A
Bangp?;giglong / Soan thao/ prepare 5 5
ao gom
" Thuctgl)e;r;x(:;: L Thwohbnieeds | |, (j'svcsv
ncluding
Bao cao/ Report Phé duyét/ approve
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7.3. Didu kién nghiém thu

7.31.

7.3.2.

7.3.3.

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

Vé thiét bi: Ban giao day du thiét bi kem
theo, d& nghé va phu tiing thay thé dw
phong.

Vé van hanh:

Thiét bi van hanh 6n dinh, dap trng tat ca
cacyéu cau dwoc duara trong URS nay.
Thuc hién nghiém thu véi 02 san pham
bét ky theo danh muc san pham & Muc
4 cla tai liéu nay, thiét bj tao ra sdn pham
va cac théng sb vién dat chat lwong theo

M3u/ Form: P13/F09-BI
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7.3. Acceptance conditions

7.3.1. Document: Supplier submit all document which
DHG proposed.

7.3.2. Device: Handover all accessory, tools, spare
parts.
7.3.3. Operation:
Equipment operates stably, meeting all i

requirements given in this URS.

Perform the acceptance test with any 02
products according to the product list in Section
4 of this document, The equipment generates
products and the capsule specifications meet the

yéu cau clia DHG.
8. HO SO PE XUAT

Hay cung céap cac hd so dwoc néu bén dwédi:

quality requirements of DHG.

8. DOCUMENTS

Provide documents below:

Cong viéc Hb so Sé lwong Ghi chu
Process Document Quantity Note
H& so théng sé ki thuat/ Documents 01 Bo/
. and drawings 01 Set
e B4o gid/ Quotat 01 B¢/
4o gla g uotations 01 Set
Quotation 04 Bo/
Hop dong/ Contract 04 Set
Bang théng sb ché tao/ Specification 01 B&/ Dé xac nhan (phé duyét) /
Hb so xac nhan | documents and drawings 01 Set For confirmed purpose
thiet ke/ FS (Pac diém k¥ thuat chirc nang) | Bao gbm cac hd
Design cho CSV so trén
FS (Function Specification) for CSV Including in above
X R L LA 01 Bo/ Bao gébm CSV
t #?tskgé/ bé cwong va ké hoach/ Protocol 01 Set Including CSV
ie = :
L. 01 Bo/ Bao gom CSV
DQ Bao cao/ Report 01 Set Including CSV
Tw kiém tra/ Bao cdo nha san xuat tw kiém tra
Self-checking trwdre khi xuat xwdng/ Report
5 Dé cwong/ Protocol a1 By X
Ho so FAT/ 01 Set Bao gom CSV
FAT documents ) o 01 Bo/ Including CSV
Bang ghi chép/ Report 01 Set
A S 01 Ba/
% e be cwong kiem tra/ Protocol 01 Set
kiém tra va xac . P 01 B&/ Bao gdm CSV
nhan nghiém thoy | Sond 8hl cnep Kiem tra/ Repart 01 Set Including CSV
SAT documents Bién ban nghiém thu/ acceptance 02 Bo/
minutes 02 Set
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1Q
pé cuong/ 0Q
Protocol Hiéu chuan/
Hb so tham dinh/ Calibration
Qualification : 1Q
decuments Béo cdo thdm | 0Q
dinh/Report  "Higu chudn/
Calibration
Hwéng dan van hanh/ Operation 01 Bo/
instruction 01 Set
Ban vé tong thé trang t‘hiét bi, hinh 01 Bo/
cac bd phan, ban vé bo tri/ Drawing: 01 Set Bao gdm hé théng may
Khac general, parts, equipment position tinh :
Others , o . 01 Bof . .
Danh sach phu tung/ Spare parts list 01 Set Including Computerized system
Ban vé lién quan dén dién, cac dung 01 B8/
tc:l_Jl'CTO dac/ Electrical diagram, measuring 01 Sét
0ols

9. KHAC (LUU Y BAC BIET) (KHONG PHAI
GMP)

9.1. Théi gian bao hanh (dam bao trach
nhiém sai soét)

Bén cung cap thiét bi phai ddm bao thiét
bi dap trng du cac thong sb ky thuat-chat
lwgng ma Dwgc Hau Giang da dat hang.

Thiét bi phai dap (ng san xuét dwoc cac
san phdm ma Dwoc Hau Giang da néu
trén. Trwong hop ma thiét bi khéng dap
hng san xuat cho 1 san phdm nao dé ma
nguyén nhan thudc vé thiét bi thi nha cung
cAp phai khic phuc va chiu chi phi vé van
dé do.

Thoi gian bao hanh téi thiéu 12 thang tinh
ttr ngay nghiém thu thiét bi.

9.2. Cung cap phu tung dw phong

Nha cung cap phai cung cap day da va kip
thei cac phu tung dy phong ma Dwoc Hau
Giang yéu cau.

9.3. Bao mat thoéng tin

T4t ca thong tin dwoc trinh bay va bi méat
kinh doanh cla cé hai bén chi dwoc sl

9. OTHERS (Majority attention) (not GMP)

9.1. Warranty period (guarantee fault responsibility)

9.2.

9.3.

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

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

Warranty duration: at least 12 months from
acceptance test.
Spare parts supply

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

Information security

All information presented and trade secrets of
both parties are only used in this case and not
disclosed or given to third parties
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dung cho trwdng hop nay va khéng dwoc
tiét 16 hodc dwa cho bén thiy ba
— Trwéng hgp song phwong cé thanh qua - The bilateral case results from ideas, inventions
tlr y twéng, phat minh trong qua trinh thiét in the design anlCHd use of systems /
£oow s A ik S equipment in contracts. If one of both parties
ké va st dung hé thong/ thiét bi trong hop . : . .
. T - ) R intend to apply for industrial property rights,
dong m‘ang lai. Neu ¢6 dv dinh nép don need to notify the partner, discuss and make a
Xin quyén s& hiru cong nghiép, can théng decision
bao trwée cho déi tac, cling thdo luan va
dwa ra quyét dinh.

10.TINH TRANG BAN HANH, SUA BOI 10. REVISION HISTORY
Muc Néi dung stra doi
Section Content

Lan ban hanh/ Version:1 , Ngay phé duyét/ Approved date: ......................

Ban hanh m&i
New issue
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