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USER REQUIREMENTS SPECIFICATION

System/Equipment: N .
Lan ban hanh: 3
SERIALIZATION, Version

TRACK AND TRACE SYSTEM

® Tén hé théng/thiét bi/System/equipment name: H& théng dinh danh va truy van nguén géc/
Serialization, track and trace system

® M3 sb hé thdng/thiét bi/System/equipment code: M431-01
® Model (Néu cd/If any): N/A

® | y do ban hanh/Reason for issued:
2 Lap moi H Khi c6 thay dbi
New installation When changing

® Phong ban st dung/Department name: Khu Ddéng géi cap 2 - Xwéng Penicillin — Khu Phirc hop
Betalactam/ Secondary Packaging Area - Penicillin Factory — Betalactam Complex
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1. MUC PicH
Tai liéu nay cung cap cac yéu cau dbi voi Hé
thdng dinh danh va truy van ngudn gbc, duoc
dau tw moi cho day chuyén san xuat duoc
pham tai Xwéng Penicillin tuan theo diéu khoan
quy dinh vé& ma sb ma vach theo Luat chét
lwong sadn phdm hang héa Viét Nam, Luét
chbéng hang gia cta Uy ban Chau Au va cac
Luat quy dinh twong ty & cac thi trwdng khac:
+ Dinh danh sa&n phdm nham tao ra mot con
dwong truy xuat ngudn gbéc cho moi sén
phdm thwong mai tir nha san xuat dén
ngwdi dung cudi;
+ Dan tem chéng hang gia nham bao vé san
pham va danh tiéng clia nha san xuét;

+ Kiém tra trong lwong cla toan bd san
phdm nham kiém soat chat lwong chat
ché.

2. PHAM VI CONG VIEC

Bao gdbm nhwng khéng gi&i han trong cac ndi

dung sau:

2.1. Tén thiét bi: Dinh danh va truy van ngudn gbc

2.2. S6 lwvong: 01 hé théng
2.3.Vi tri 1&p dat: Phong E-P112, Xwédng
Penicillin — Khu phtrc hgp Betalactam.
— Dija chi: Céng ty cd phan Dwoc Hau Giang
— Chi nhanh Nha may dwoc phdm DHG tai
Hau Giang.
L6 B2, B3 - KCN Tan Pha Thanh - Giai
doan 1, x& Tan Phu Thanh, huyén Chau
Thanh A, tinh Hau Giang.
— Ban vé lién quan bao goém:
+ Ban vé téng thé

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

Form’s version

1. PURPOSE

This  document provide the requirement
specifications of the Serialization, track and trace
system that will be invested and introduced to the
pharmaceutical manufacturing line in Penicillin
Factory to comply with the articles of serialization
according to Vietnam's Law on Quality of Goods and
Products, the EU Commission's Anti-Counterfeiting
Law, and similar regulations in other markets:

+ Serialization is creating a traceability path from
producer to the end-users;

+ Labelling the tamper evident to protect the
products as well as the reputation of the
pharmaceutical manufacturer;

+ Checking the weight of all products to control the
quality certainly.

2. SCOPE OF WORK

Should include but is not limited to the following :

2.1. Name of equipment : Serialization, Track and trace
system

2.2. Quantity: 01 system

2.3. Installation location: Room E-P112, Penicillin

Factory — Betalactam Complex.

— Address: DHG Joint Stock Company — DHG
Pharmaceutical Branch Plant in Hau Giang.
Lot B2, B3 - Tan Phu Thanh Industrial Park —
phase 1, Tan Phu Thanh Commune, Chau
Thanh A District, Hau Giang Province.

— Relevant drawing:

+  Overall layout
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Khu phtrc hop
Betalactam
Betalactam complex

Non Beta-
lactam

Qfﬁ;e

P

Hinh 1 - Ban vé tdng thé Chi nhanh nha may Dwoc phdm DHG

Figure 1 - Overall layout of DHG Pharmaceutical plant branch
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— Diéu kién méi trwdng phong: — Room conditions:
<27°C + Temp:<27°C

+ Nhiét dé:
+ Am dd: <75 %RH
+ CA&p sach: CNC (khéng phan cép)

2.4. Pham vi trach nhiém, nghia vu: Theo bang

+  Humidity: £ 75 %RH

+ Cleanliness: CNC (cleanliness not classified)

2.4. Scope of responsibilities and obligations: Follow the

dudi table below
Trach nhiém,
nghia vu
Phan loai Noi dung céng viéc Responsibilities and Ghi chu
Classification Content obligations Remark
boi tac DHG
Partner
Thiét ké/ Design vl H
Ché tao/ Fabrication Val H
FAT Vil Vil
Van chuyén/ Transportation vl = Incoterm: DDP
Hé théng, Lap d&t/ Installation Val H
thiet bi/ Diéu chinh/ Adjustment vl H
Systems, equipment <
Tham dinh/ Qualification vl vl
SAT Y H
HuAn luyén nhan vién/ Training for staff Vil H
Kiém tra trong qua trinh san xuét/ Check in
: H v
the actual production
Cai tao hé thdng, thiét bi phu tro dap (rng 5 -
Phu tro/ van hanh/ Renovating upstream utility
Utility works Két nbi v&i hé thdng phu tro/ Connecting % =
utilities
Thay ddi kién truc/ Architecture works H H
Khac/ Others Vat liéu van hanh tht/ Preparing the Material for = %
FAT, Qualification, SAT (including preparing cost)
GUri nguyén liéu (bao gébm chi phi guri)/ o o
Sending the material (including delivery cost)
Chi phi nhan sy thyc hién FAT (vé may bay,
khach san,...) cho ... ngwdi / cost for FAT Yl Yl
executing (airplane ticket, hotel fee,...) of ... people
Di doi/ pha d&/ thanh ly/... may hién hiru/
Relocating/ demolition/ liquidation/... of an existing H =i
machine
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PHONG CO DIEN/ ME DEPT.
Sb/ No.: ME/2025/01/URS/M431-01

2.5. Thoi han giao hang theo hop déng (khéng

phai GMP): quy 03 nam 2026
Khéng qua 6 thang ké tir khi xac nhan
dat hang.

2.6. Diéu kién bao gia va thanh toan (Theo yéu

cau ciia DHG) (Khéng phai GMP)
Dbi véi Nha cung cdp nwdc ngoai ¢o it nhat
1 dai dién tai Viét Nam.

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

Bao cdo tai chinh kiém toan/ndp cho co
quan thué cac nam 2023. 2024, 2025.

Cung cap théng tin théng ké cac dy an da
thwe hién twong tw.

2.6.1. Bang bao gia:

Phai co tén cong ty, chiv ky, déng d4u.

Thé hién chi tiét cac dac tinh, thong sbé ky
thuat thiét bi, cac wu diém ndi bat thiét bj.
Thé hién nwdc san xuat, ndm san xuat.
Bao gia co thdi han hiéu lyc tir 6 thang tré
Ién.

Thoi gian bao hanh thiét bi téi thidu 12
thang ké tir ngay nghiém thu ban giao.
Bé&o gia bao gém t4t ca chi phi thuéc pham
vi nha thau thwc hién theo URS.

Bao gbém t4t ca chi phi cé lién quan

Bé&o gia ghi ré da cé hay chwa c6 bao gém
thué VAT.

2.6.2. Thanh toan

No6i dung dwédi day mang tinh chat tham
khao :

Thanh toan dot 1 : khéng vwot qua 20 %
gia tri hop déng sau khi ky hop déng va
DHG nhan du hd so thanh toan.

Ly ké thanh toan khéng vwot qua 80% gia
tri hop ddng sau khi hoan thanh nghiém thu
SAT va DHG nhan du ho so thanh toan.

2.5.

2.6.

2.6.1.

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

Form’s version

Delivery time according to the contract (not GMP)
Q3 2026.

Not more than 6 months upon receipt of order.

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

For foreign suppliers, it's mandatory to have at
least 1 agency in Vietnam.

Copy of business registration certificate, related
licenses.

Audited financial statements/submission to tax
authorities for the years 2023, 2024, 2025.

Providing a reference checklist of historical
projects for this field.

Quotation:

Must represent
company seal.
Show detailed information, specifications, and
outstanding advantages of the devices.

company name, signature,

Show country, time of manufacture.

Quotation is valid for 6 months at least.

Warranty period must be 12 months at least, since
the date of acceptance and handover.

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

Include all relevant cost.
Must notify including VAT or not.

2.6.2. Payment:

The terms below are reference

18t payment period: not more than 20% of the
contract amount after signing the contract and
DHG receives the required payment dossier.

The accelerated payment amount not more than
80% of contract amount at the completion of SAT
and DHG receives the required payment dossier.
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Phan con lai dwoc thanh toan sau khi hoan
tat ban giao, thanh ly hop déng, DHG nhan
duwoc bao lanh bao hanh va day da hd so
thanh toan.

Podng tién thanh toan: Viét Nam Doéng.

2.6.3 M6t sb yéu cau tham khao vé Bao lanh

B&o lanh dw thiu: c6 hiéu lwc tir ngay phat
hanh dén 30 ngay sau théi diém déng thau.
Bao lanh tam (rng: twong dwong gia tri tam
&ng, c6 hiéu lwc tr ngay phat hanh dén khi
gia tri tam rng dwgc hoan tra hoan toan.
Bao lanh thwc hién hop df‘)ng: co hiéu lwc
tr ngay phat hanh dén khi két thuc cac
nghia vu hop déng.

Bao lanh bao hanh: c6 hiéu lwc tr ngay
nghiém thu dwa vao s dung dén khi két
thuc thdi gian bao hanh.

3. CAU TAO HE THONG/ THIET BI

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

Form’s version

Remaining amount will be paid after completing
the handover and liquitation of contract, DHG
receives the warranty letter and required payment
dossier.

Payment currency : Viet Nam Dongs.

2.6.3 Reference guarantees:

Bid guarantee: valid from the date of issue until 30
days after the bid closing date.

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

Contract performance guarantee: valid from the
date of issue until the end of the contractual
obligations.

Warranty: valid from the date of acceptance and
putting into use until the end of the warranty period.

3. CONFIGURATION OF SYSTEMS/ EQUIPMENTS

STT Hé théng/ Thiét bi S6 lwong Ghi cha
No. System/ Equipment Quantity Note
Hé théng dinh danh va truy van
ngudn gbc
Serialization, Track and Trace System
1 | Cum cép hop
Product feeder
Cum kiém soat trong lwong — loai Trinh tw cac cum chic nang
2. | phé pham khong bat budc theo bang nay,
Checkweigher — with NG product rejector tuy nhién, nha thau phai thidt ké
Cum in ma dinh danh > > NPT
> Serialization code printer 01 hé thong SaOA Ch’O da.rzn bao, da}/ du‘A cac
4 Cum dan tem chdng hang gia 01 system ’éhuoc tinh kiem soat yeu cau
. Tamper evident labelling onsequense of these functions is not
Cum kiém tra doc Iap cho chat lwong mandatory as this table, however, the
.. . . y 2 supplier must ensure a sufficient
d. ban in, tem dan — loai ph_e pham design elements as required
Independent checker for quality of printed
graphic and label — with NG product rejector
Phan mém diéu hanh hé thdng dinh
6. | danh va truy van ngudn gbc

Operation software for Serialization, Track
and Trace system
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P P Ghi chi/note
Khu vue dong gol Cap 2 Mau d3: Nha cung cap thuc hién
Area secondary packaging Red: Supplier works

Mau den: DHG thuc hién
Black DHG works

Inlet compressed air
Power supply

Filling machine

Hinh 5 - C4u tao thiét bj
Figure 5 - Configuration of equipment

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

PROCESS
4.1. Thong sb san pham 4.1. Product parameters

(Théng sé cac san phém tham khao. thue té co (Products specifications are reference, actual might be
2 x , 2. T varied/amended,
thé diéu chinh/thay doi) )

9
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Cong ty C6 phan Dwoc Hau Giang / DHG Pharmaceutical Joint-stock company
PHONG CO DIEN/ ME DEPT.
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4.1.1. Qui cach déng géi va trong lwogng san pham

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

Form’s version

4.1.1. Packaging and Product weight

Qui cach

Trong lwong

Trong lwong

Trong lwong

Tong trong lwong

The mentioned box’s total weight includes the tamper-evident.
(3) Sai s0 nay cung cap théng cho viéc tinh toan dé chinh xac mong mudn cta bd kiém tra trong lwong san pham.
This deviation provided to the calculation of expected accuracy of the product’s weight checker.

Tén San pham 46na a6 san pham hép toa" hop? Ghi chu
Product Name 9 g Product’s Weight Box’s Weight Leaflet’s Weight(" Box’s Total Weight®?® Remarks
Packaging
(9) (9) (9) (9)
AxCI875/125V P eSS | 28,330 £ 5% | 15,400 £ 5% | 1,47 - 6,55 45,4692 - 50,3192
eets/Box
AxC1500/125V 4 Tabs/Sheet | 48 873+5% | 15400+5% | 1,47 6,55 36,0122 - 40,8622 Han dung du kién
3 Sheets/Box 2 nam
AXCI500/125G | 30sachetsbox | 84,900%5% | 154005% | 147-655 | 102,0392-106,8892 | — "o ye;‘;’;;y date is
10 Caps/Sheet o o
AmxCap500V 10 Sh 100,000 + 5% 18,800 + 5% 1,47 — 6,55 120,5392 - 125,3892
eets/box
(1) Trong lwong toa dwoc thdng ké bao phu c& toa cé thé str dung cho san pham ctia DHG, trong d6 khd gidy tir A5
dén A3, GSM =50 + 0,5%.
Ghi chu The mentioned leaflet weight covers the available size for DHG’s products, paper size from A5 to A3, GSM = 50 + 0.5%.
Remarks (2) Tdng trong lwong hdp thanh phadm, bao gébm ca tem dan.
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4.1.2. Qui cach hop 4.1.2. Specifications of box
A Qz . f A cee Kich thwéc C o s
™ 2 . @
Tén §an Vit liéu hép Kich thu’qc tl(_)p V! Frl vlng in viing in® Kiu cai nip Vi t.r! dan tem
pham Box Material Box Size!" Position of printing Print A 2 Tuckein stvl Position of tamper
Product Name ox Wateria (mm) area rint (r:‘erz)s'ze tck-in style evident?
L: 165+ 10 2 d§4
AxCI875/125V Ivory 350 W: 20 (0;+ 10) L40 x H16 o
ends tuck-in
H: 90 £ 10 . ]
L: 140 + 10 . Dan 2 dau, tai vi tri nap
AxCI500/125V |  Ivory350 | W: 35+ 10 L30 x H20 , 2 au _cai |
H: 82 + 10 L, ends tuck-in Labelling at both tucking
= In trén nap cai flaps
L: 105+ 10 clia hop 2 44
AxCI1500/125G Ivory 350 W:45 £ 10 Printing on the L20 x H30 2 ends ’iJLcj:k-in
H: 95+ 10 tucking flap of the
box Dan & 2 dAu, tai vi tri
L 85410 nap cai va nap khoa
1o & A ho&c chi dan & 1 dau tai
AmxCap500V lvory 350 | W: 65+ 10 L45 x H20 gl T A cai '
ends tuck-in, p
H: 103 £ 10 Labelling at both tucking and
locking flaps or single side at
only the tucking flap
(1) Kich thwoc hop dwoc xac dinh khi dat sn pham & chiéu dirng sao cho tén san pham dbi dién voi hudng nhin, chiéu
dai la canh dai nhat theo hwéng cda tén san pham, chieéu rong la chiéu sau theo hwéng nhin, chiéu cao hop la chieu
con lai (chi tiet xem minh hoa & hinh 4 va 5).
Ghi chu The length of a box determined as the longest edge when laying it naturally on a surface that is the most stable (refer to the images of the
boxes at figures 4 and 5). . . ) L .
Remarks | (%) Kich thwoc nay cho trwéc, tham khao so b tir cac san phdm twong ddng. Tuy nhién, thuc té c6 thé didu chinh dé phu
hop véi cac thdng so co dinh cua thiét bi.
These dimensions are pre-determined by referring to the existing similar products. However, the actual specifications can be varied to
harmonize with the equipment’s fixed capability.
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Vang in du kién ‘ , B
Intended Vung dan tem dw kién
printing position Intended label position

Product Name

a) Kiéu hop cai 2 dau (tham khao)

2 tuck-in box ends (for reference) Vung dan tem du kién

Intended labelling position

b) Chi dan kich thuéc
Instructions for box’s dimensions

Hinh 6 - M6 t& quy cach hdp cai ndp 2 dau
Figure 6 - Model of box sample with 2 ends tuck-in

Lan ban hanh clia mau: 20
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Ving in dw kién
Intended
printing position
Nap cai hop
i o N Top tucking flap

4 canh
khoa hdp
4 locking
flaps

Ving khéng wu tién dé in
Printing free bottom

a) Kiéu hop cai 1 dau (tham khao)
Box with top tucking flap (for reference)

Ving dan tem dw kién

/ Intended labelling position

b) Chi dan kich thuéc
Instructions for box’s dimensions

Hinh 7 - M6 t& quy cach hop cai ndp 1 dau
Figure 7 - Model of box sample with top tucking flap

Mau/ Form: P13/F09-BI

Lan ban hanh clia mau: 20

Form’s version

Product Name

y.

"

Vung khéng wu tién dan tem
Labelling free bottom

W
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4.1.3. Qui cach tem dan 4.1.3. Specifications of tamper-evident seal
Quy cach tem chéng hang gia
Specifications of tamper-evident
Tén San R Pwéng kinh A Ghi chu
pham VAt liu Kich thwéc "‘t" cusn cudn® Bé& réng cudn Krhfﬁ"g Remarks
Product Name Material Size s ?,m ) Spool’s Width of Spool cgc em
(mm) pool’s core diameter® (mm) pacing
(mm) (mm)
(mm)
AxCI875/125V 76 120 - 220 30-35 25-5
AxCI500/125V | Tom decal siéu dinh, ® > 20 76 120 - 220 30-35 25-5
khong cat ho Hoac / Or
Super-adhesive tape L=20
AxCI500/125G without perforation W=z 20 76 120 - 220 30 - 35 25-5
AmxCap500V 76 120 - 220 30-35 25-5
(1) Kich thwéec 16i cudn tem dwoc san xuét theo tiéu chuan chung.
The spool’s core is standard size. . .
o (2) Duwong kinh ngoai cta cudn tem rng voi chiéu dai ruy bang L = 1000 m, bé day ruy bang 0,1 mm, cudn trén I6i d =
Ghi chu 100 mm. Théng so nay cua nguyén ligu cé thé tuy bién, do do, thong so thiét bi dwgc thiét ké nam trong vung nay cé
Remarks nghia la twong thich v&i théng s6 cliia nguyén vat liéu.

The outline diameter of the spool is calculated with ribbon’s length L = 1000 m at its thickness 0.1 mm, the ribbon will be coiled with its core
diameter d = 100 mm. And, these specifications are variable, thus the specification of equipment satisfies within this range is compatible for
packaging material as well.

15/53



Cong ty C6 phan Dwoc Hau Giang / DHG Pharmaceutical Joint-stock company Mau/ Form: P13/F09-BI

PHONG CO DIEN/ ME DEPT. Lan ban hanh ctia mau: 20
S6/ No.: ME/2025/01/URS/M431-01 Form’s version
b) Mé ta ciu tric ruy bang chira tem dan
25mm Ribbon with tamper seals
” e . Phdi mang tem
FTTTTZo A Carrier foil . e
R - Pudng cat hd (néu co)
BAACK A4\ = Perforation line (if any)
RS DN | = Cdo tem
BT / N Label size
v =7 = — ]
/
b4 z- § ¢ t+ =t ¢
a) Mb ta hinh thirc tem dan (&nh minh hoa, thuc té y
c6 thé thay dbi hinh dang, kich thuéc) |
Model of tamper seal (depiction, actual shape and size
may vary) <:: Far &
Huéng di chuyén claa tem em dan
. o, i i Travel direction Label
Hinh 8 - M6 ta quy cach tem dan
Figure 8 - Model of tamper evident seal
4.2. Thong tin mau in so 16 4.2. Batch number printing sample

Product # :(01) 0112345678901234 o 5

Batch (10) A1B2C3D4 15

Expiry (17) 101112 '.li.

S/N (21) 12345AZRQF1234567890

Hinh 9 — Minh hoa m4u théng tin in mong mudn (tham khao, thuc té cé thé thiét ké lai dé téi wu dién tich ving in)
Figure 9 — Sample for printing data to be required (just for reference, able to adjust to optimize the printing area)
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— Pham vi truy xuat san phdm t& céng doan

dong géi san pham trén bao bi cép 2.
+ Sb6dongin: tr 4 dén 5 dong
+ Loai ki tw in : Latin (bao gébm chi¥ va sb)

+ Sb6 ky tw in dwoc trén méi dong tin: toi
thidu 18 Ky ty

5. YEU CAU VE HE THONG / THIET B|
5.1. Phan cirng ctia hé thdng
5.1.1. Téng quat chung

Hé thdng thiét k& gon nhe, két cau khung
than chéc chan, dé dang di chuyén khi luan
chuyén gitra cac day chuyén san xuét.
Chan may duoc thiét ké vira phu hop voi
chirc nang di chuyén vira phu hop véi chire
nang hap thu rung dong (gidm chan) nham
gitp hé thdng hoat ddng 6n dinh, tin cay va
hiéu qua.

San phadm dwoc cip thi céng vao dwdng
dan san pham cla hé théng, do dd, thiét ké
bao gdbm co' cau sap xép sédn phdm dé kiém
soat khoang cach gitra cac san pham khi di
chuyén trén dwdng dan.

Tdc dd6 may diéu chinh dwoc, dap trng cdng
suét t6i yéu ciu = 30 san pham/phut.

Céc co cu nap va dan huwéng san pham co
thé diéu chinh dé& dang thuan tién, dap &ng
yéu cau chuyén ddi san phdm moét céach
nhanh chong va chinh xac.

5.1.2. Cum in di¥ liéu dinh danh

Chtrc ndng yéu cau: in truc tiép 1&n bao bi
san pham tai vi tri dwoc chi dinh (tham chiéu
hinh 6 va 7 vé vi tri vang in) ma dinh danh
dwoc cung cip va thiét 1ap sn tr bd xr ly
dir liéu trung tm dé in I&n bao bi.

S6 ky tw in: sb ky tw in trén méi dong tin c6
thé cai dat dé dap ng tat ca cac cap do cua
ma GTIN; ndi dung in bao gdm phan ma vach
2D chtra cac théng tin cia cac dong tin duoc
ma hoéa (dat ti thiéu cAp B theo tiéu chuan
ISO/IEC 15415) va cac day ky tw cua bang

Mau/ Form: P13/F09-BI
Lan ban hanh cda mau: 20
Form’s version

— Scope of product traceability from product
packaging to secondary packaging.
+  Number of printing rows: from 4 to 5 rows

+ Type charater: Latin (include charater and
number)
+ Number of characters on a row: at least 18
characters
5. REQUIREMENTS OF SYSTEMS/ EQUIPMENTS
5.1. Hardware
5.1.1. Overall requirements

Compact design, firm frame, easy-to-move when
relocating among the manufacturing lines.

— The system’s footprint is intentionally designed for
easy-to move as well as absorbing the vibration
(vibration damping) to support the stability,
reliability and precision of the system.

— The products are manually fed to the system via
an alignment guide, therefore, an alignment
feature should be built-in the system to fix the
distance among the products on the process
stream.

— Operating speed is adjustable to satisfy the
productivity = outcome at least = 30
products/minute.

— The infeed and guiding mechanisms of system
should be easily adjustable, satisfies the
requirements of rapid and accurately change-over
among the various product’s sizes.

5.1.2. Printing station of serialization data

— Function: online-printing on the packs at the
appointed position (refer to figures 6 and 7 about
position of printing field); the serial nuber will be
available and provided from the data central
processing unit before printing.

— Printing length: the number of printing characters
on each row is able to set up as per requirements
of all GTIN levels; the composition of the printing
message including the rows of letters (letters and
numbers) and their encoded informations into the
2D barcode (at least meeting the Grade B of
ISO/IEC 15415).
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tin in (bao gébm chir va sb, tham khao hinh
9).

Chung loai: phu hop voi nhiéu loai vat liéu
bao bi (m6 t& & muc 4 mang tinh tham khao),
cho ra ban in c6 d6 phan giai in cao, ro nét,
khéng bi lem hoac mo.

Tbc dd in: twong thich va ddng bd vai tbc dé
van hanh cta hé thdng dinh danh va tuy van
ngudn gbc. HA tro nhiéu loai phéng chi khac
nhau v&i kha nang thay ddi kich thuwéc ky tw
in.

Céc tham sb in nhw khodng céach, vi tri dau
in va chiéu in dwoc thiét ké phu hop dé dap
&ng yéu cau vi tri ving in cda tirng sadn pham
dwoc mob ta & muc 4.

Giao dién st dung may in dé thao tac, thong
sb cai dat va thdng sd van hanh duwoc hién
thi day dd. May in hoat déng 6n dinh vé&i d6
bén cao, tiét kiém muwc in (néu coé st dung
muc).

Loai mwc in (néu cé) phu hop v&i nhu cau st
dung, phd bién hodc sén cé trén thj trwong.
Hop muc in (néu cé st dung muc) dé dang
thao 1ap, thay thé.

Qua trinh in han ché phat sinh sé&n phadm phu
(khoéi hoac mui dung méi,...).

5.1.3. Bo6 kiém tra trong lwo'ng san pham

C6 chirc nang kiém tra trong lwong tirng don
vi san phdm. D liéu dwoc dbng bd véi bd
x@ ly trung tdm nham thu thap day dd nhat
trang thai ctia thanh pham trén bao céo 16
san xuéat.

Tai cac vi tri phu hop can phai dwoc thiét ké
nham gidm tac déng cla cac yéu td ngoai lwc
tr moéi trwdng nhuw gio, rung dong, hoac tw
con ngwdi nham dadm bdo dd chinh xac va
tin cay cla cam bién.

Thiét k& d& dang hiéu chun va hiéu chinh
(khi can).

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

Form’s version

— Printer type: conforms with various packing type
(description at section 4 just for reference);
producing high enough resolution and clear prints
without smudge or blur.

— Print speed: be appropriate and synchronized to
the operation speed of the serialization, track and
trace system. Had better to support various
printing font with custom sizes.

— The offset parameters such as distance and
position of printing nozzles, and printing direction
are taken into account to conform with the printing
area of each product at the section 4.

— Friendly printing interface, the printing parameters
(setting and operating) must be sufficiently
displayed. The printer's features and operation
must be stable enough, economizing the
consumable ink (if any).

— Appropriate consumable ink (if any) for the printer,
should be popular or widely supplied in the market.

— Consummable ink catridge (if appicable ink)
should be easy-to isassemble and replace.

— Printing process should be mitigated the pollutants
(such as smoke or sovent odor, e.g).

5.1.3. Product weight checker

— The system is able to check the weight of each
product unit. The generated data will be
synchronized to the central data processing unit in
order to collect the most sufficient data of the
manufactured products on the batch records.

— At the appropriate position on the system,
intentionallly designed to mitigate the impact of
external factors such as wind and earthquake, or
even human errors in order to ensure the accuracy
and reliability of the sensor.

— Intentional design for easy calibration and
adjustment (when necessary).
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Do chinh xéac: tuy vao théng sb san pham &
muc 4, nha thau tinh toan thiét ké sai sb toi
da cta bd kiém tra trong lwong phu hop cho
tat ca san pham, ké ca & diéu kién van hanh
voi tbe do tdi da.

Tbéc d6 kiém tra: théng sé phu hop va van
hanh ddng bd v&i toan bd hé théng.

5.1.4. Bd dan tem chdéng hang gia

C6 chrc ndng tw déng dan tem chéng hang
gid & diu nap cai cla san pham (cé thé dan
tem & 1 hodc 2 dau nap cai tuy vao kiéu bao
bi s&n pham).

Puoc thiét ké phu hop cho nhiéu loai tem
dan (tem gidy v&, tem decal,...) v&i nhiéu
kiéu va kich thuwéc khac nhau (tem c6 cat he
hodc khéng c6 cat hd) — tham chiéu muc 4.
Kiéu cap tem: day ruy-bang chira tem chéng
hang gia dwoc cap lién tuc tlr cudn chira tem
(tham chiéu muc 4 vé chi tiét kich thwéc cudn
tem).

Tbc d6 dan tem phai ddng bo v&i toan bd hé
thdng.

Puoc thiét ké cho phép thay dbi vi tri dan tem
dé phu hop véi cac kiéu ndp cai hop dwoc
mo ta & muc 4.

Thiét ké phai tinh dén kha nang diéu chinh
va m& réng chirc nang trong twong lai trong
trworng hop thay dbi vat liéu, kiéu va kich c&
cua tem dan.

5.1.5. Bo xtr ly trung tam

Tich hop va ddng bd trén hé théng, két ndi
t&i tAt cd cac cum chlrc ndng, cé nhiém vu
Xt ly cac dir liéu dau vao va xuat dir liéu dau
ra dé diéu khién cac co cu chap hanh. Téc
dd x&r ly phai nhanh chéng, chinh xac va én
dinh.

B xt ly trung tam dwoc thiét ké bao gébm
cac cong két ndi chd sn dé phu hop cho yéu
cau nang cap hé théng trong twong lai.

a) Heé théng cam bién lién quan

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

Form’s version

— Accuracy/Tolerance: depending on the product
specifications at the section 4, the contractor must
calculate to advise an appropriate maximum
tolerance of the sensor to cover the product
specifications, even if operating at maximum
speed.

— Checking speed: appropriate speed with the
designed system, also required to synchronize to
the entire system.

5.1.4. Anti-counterfeit labelling

— The system is able to automatically label the anti-
counterfeiting seal at the tucking flap(s) of the pack
(it might be 1 or 2 ends of the pack just depending
on the design of pack).

— Intentionally designed for various label types (such
as frangible seal, tape seal, etc.) by various sizes
and models (with hay without perforation) — refer
to the section 4.

— Label supply: the labels will be continuously
supplied on the ribbon that is coiled on a spool
(refer to the section 4 for specifications of the
ribbon spool).

— The labeling speed must be synchronized with the
overall system speed.

— Intentionally designed to adjust the labelling
position as following the tucking styles of the box
samples provided at the section 4.

— The design must take into account the
compatibility of the system for future upgradation
or extension of this feature in case of changing the
label’s material, model and size.

5.1.5. Central data processing unit

— Built-in and synchronized to the system that is
communicating to all the crucial components to
process the input data then sending the control
data to the actuators. The processing speed must
be quick, accurated and stable enough.

— The central data processing unit must be
intentionally designed to include the available
connection ports for future upgradations of system.

a) Relevant sensing system
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— Tai cac giai doan quan trong cua quy trinh,
yéu ciu can tich hop cac cdm bién phiu hop
dé kiém tra tat ca thudc tinh ctia sdn pham
nhw (bao gdm nhwng khéng gi¢i han) thong
tin truy van ngudn gbc dworc in, tem chdng
hang gia, trong lwong san pham.

— Hé thdng cam bién hoat déng déng bd v&i hé
thdng nham kiém soat chat lwong san pham
mot cach chat ché va chinh xac.

— DPéi voi di liéu dinh danh dworc in, hé théng
c6 hé tro bd quét dir liéu cam tay, dé dang
str dung khi can (kiém tra va déi chiéu d liéu
in v&i di liéu hé théng, kiém soat qua trinh,
ldy mau,...). Bd quét div liéu cdm tay hoat
dong 6n dinh, tbc d& dd doc nhanh chéng,
chinh xac 100%, chéng va dap, chéng bui.

— Trong qua trinh san xuét lién tuc, néu hé
théng cdm bién phat hién 16i lién tuc & 1 cum
chrc nang chinh thi tw dong phat canh bao
(coi hodc dén), néu khéng c6 hanh déng nao
dwoc can thiép sau do (theo mot khoang thoi
gian hoac chu ky nhat dinh) thi hé théng tw
dong dirng lai va thdng bao 16i.

— Céc 16i van hanh phat sinh trong qua trinh
san xuét, khi cac hanh déng khéc phuc da
dwoc xac nhan thdng qua hé thng thi ty x6a
16i va tiép tuc van hanh.

b) BO6 loai san pham 16i

— Déi v&i san phadm khéng dat tiéu chuan yéu
cau phai duwoc loai bé khdi ludng quy trinh
mot cach chinh xac. Céac loai 16i bao gébm
nhwng khéng gi¢i han trong cac yéu cau
dwoi day:

+ Ma in khéng dat chéat lwong va/hodc
khéng chinh xac va/hoac vi tri in khéng
nam trong khung nhin kiém tra cGia cdm
bién;

+ Tem chéng hang gid khéng dat cam
quan (bi nhan, gap nép hoac rach tem)
hoac khéng chinh xac (khéng dung vi tri

b)

Mau/ Form: P13/F09-BI
Lan ban hanh clia mau: 20
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At all the crucial stations of the system, it’s required
to integrate the appropriate sensing devices to
inspect all the product’s aspects such as (included
but not limited) serialization data to be printed out,
appearance of labelled tamper evident, product’s
weight.

The sensing system must be synchronized to the
operation of the entire system to closely and
accurately control the product quality.

For the printed serialization data, the system is
required to support a detachable handheld
scanner, easy-to-use when necessary (e.g
conciliation of provided data with the printed data,
in-process control and sampling). The handheld
scanner must work stably, rapidly read the code at
100% precision, and be equipped with shockproof
and dustproof properties.

In the packing process, if the associated sensing
system detects any error that continuously
happening at any crucial unit then launches the
alert (sound or light), unless the interaction takes
place (for a while or several cycles) then the
system automatically stops, and error messaged
out.

For those such malfunction or errors in process,
until the interaction takes place then confirm with
the system, they will be reseted to continue the
operation.

Defective product rejector

For the products that are not met the required
specifications, they must be accurately rejected
from the process flow. The target failures must be
detected and rejected including but not limited as
below:

+ Printed data not good and/or incorrect data
and/or the printed data is not within the
verification field of the sensor’s view;

+ Appearance of the anti-counterfeiting label is
not good enough (wrinkled, creased or torn) or
unaccurately (incorrect position, unregistered
label model);
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thiét lap, khoéng ding loai tem da dang
ky); ’
+ Trong lwvgng san pham vwot ngoai bién
cho phép.
San pham 16i sau khi loai bé khéi lubng quy
trinh phai dwoc bao quan trong thung chira
chuyén biét.

c) Luwu triv dir liéu

D@ liéu san xuéat dwoc lwu trir riéng biét, doc
lap, c6 thé truyén tai vé co s& div liéu trung
tam hién hiru va truy cap dwoc khi can.

Hé théng hd tro’ tinh nang tw dong lwu dir liéu
vé may chd.

Hé thdng hé tro da dang hoa phwong thirc
truy cap di liéu, va tat ca cac phwong thire
truy cap, di liéu déu théng nhét véi nhau.
B& nh& dap &ng yéu cau lwu gitv di liéu san
xuét trong th&i gian it nhat 1 ndm sau khi hét
han dung.

D liéu dwoc sao lwu tw dong va bao vé an
toan ké ca khi c6 sy cd vé an toan hé thdng
théng tin hodc mét ngudn.

d) Giao dién va chirc nang van hanh

Giao dién dé dang st dung, c6 hd tro ngén
nglr tiéng Viét va/hodc tiéng Anh dé giam 16i
thao tac nham cla con nguoi.

Hé thdng cho phép xem trudc dir liéu cai dat
va di¥ liéu in trwdc khi van hanh.

Tw ddng bao céo khi két thuc 16 san xuét, cd
hd tro chirc nang bao céo 16 dién tir {chire
nang—du—phong) twong ng voi giao dién
ngén nglr cua ngwdi dung.

Hb tro chirc ndng két ndi véi may in (chirc
ndng duw phong) dé s dung khi can in div
liéu bao céo 16 san xuét.

Trang bi chirc nang két ndi va truyén tai di
liéu tr xa dé hd tro két ndi véi HUB di liu
tai vung/quéc gia khac.

Hé thdéng hé tro cong cu hodc chirc nang
kiém tra trwdc khi san xuét, kiém soat qua

Mau/ Form: P13/F09-BI
Lan ban hanh clia mau: 20
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+ Product’s weight is out of acceptable range.

— The rejected products from the process flow must
be kept in a dedicated box.

c) Data storage

— Manufacturing data of batches must be separately
and independently stored, allowed to upload to the
existing database and must be accessible if
necessary.

— The system is required to support automatically
save data to server.

— The system is required to support the multiple
access protocols, and all about the protocols, the
data must be consolidated.

— The storage memory must satisfy the
requirements for data’s lifetime at least 1 year
since the expiry date of product.

— The data must be automatically backup and
protected even in case of information system
incident or power failures.

d) Interface and operating features

— Friendly interface with languages support in
Vietnamese and/or English to mitigate the human
errors.

— The system allows to preview the set up data and
printing data before operating.

— Automatically reports when finished the
manufacturing batch; supporting with electronic
manufacturing records (backup feature) as
corresponded to the selected language interface of
the user.

— Support to connect to a printer (backup feature) to
print out the electronic batch record when
necessary.

— Connection and communication feature for remote
data transferation to the oversea HUB must be
available on the system’s configuration.

— Supporting features or modes for challenge testing
before production, in-process control, sampling,
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5.2.

trinh, lay méau, két thac 16 dé kiém soat div
liéu dinh danh dwoc ma héa. D liéu kiém
soat qua trinh hodc/va Iay mau hodc/va két
thuc 16 co6 thé truy van dwoc trong div liéu 16
san xuét.
Hé théng hé tro nhap di liéu ma GTIN duoc
cung cap tr Cha sé hiru gidy phép lwu hanh
(theo ISO/IEC 15426-1 va theo ISO/IEC
15426-2) va c6 thé tv tao dwoc ma 2D code
theo ISO/IEC 15426-1, 15426-2.
Chlrc ndng xuat bao céo theo yéu cau: ma
sb da s dung, trang thai, ma sb da thu hdi,
ma s gbc ban dau do Chu s& hiru gidy phép
lwu hanh cung cép.

Hé théng may tinh lién quan (phan mém

van hanh)
Phadn mém twong thich véi nhiéu hé diéu
hanh, hé tro twong tac véi cac pham mém
thiét ké (doc dwoc nhiéu loai tép chira thdng
tin ma héa di liéu truy van nguén gbc) va cod
thé in tir d@ liéu di dong.
Yéu cau cung cap phdn mém kém ban quyén
st dung.
Céc phién ban cap nhat clia nha san xuat (ké
cad cac ban va 16i, nang cép) khéng dwoc
phép tw ddng cap nhat trén phdn mém khi
chwa dwoc ngudi dung cho phép.
Phan mém dwoc thiét k& nham dap &ng yéu
cau bdo mat tuyét déi thdng qua céng cu
kiém soat: viéc truy cap tir xa cla nha thau
phai duwgc nguwdi dung giam sat, quan ly chat
ché, béat ky 1&nh thwc thi thay dbi ndo trén hé
thdng co lién quan dén hoat dong cua hé
thdng ho&c nhirng thay dbi quan trong phai
duwoc sw kiém duyét va cho phép clia nguoi
dung ma&i cé thé ap dung.
S6 nguwdi dung khéng han ché, c6 phan
quyén nguoi dung (bao gébm 3 cip do co
ban: van hanh, giam sat, quan ly/bao tri).

5.2.
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batch/lot accomplishment with statistic data of
serialized numbers. The such data from in-process
control and/or sampling and/or batch/lot
accomplishment is traceable in the manufacture
data as well.

The system supports to import GTIN code data
provided from Marketing Authorization Holder
(according to ISO/IEC 15426-1 and ISO/IEC
15426-2) and able to automatically generate 2D
code according to ISO/IEC 15426-1, 15426-2.

Custom export function of reports: used serial
code, status, recalled serial code, original code
provided by Marketing Authorization Holder.

Related Computerized system (Operation
Software)

The software is compatible with various operating
systems, able to support to communicate with
external design softwares (to read various file
types that were encoded the serialization data)
and printable from mobile data.

It’s required a software with full license.

Every single update version of the manufacturer
(including the fixed up or upgradation) is not
allowed to automatically update on the software
without permission of the user.

The software is intentionally designed to satisfy the
absolute security feature via management tool:
any remote access of the manufacturer must be
closely observed and managed by the user, any
command for change on the crucial parts or any
part of the system that may impact on its operation,
it must be reviewed and permitted by the user
before applying to the system.

Unlimited user accounts with user authorization
(covered at least 3 basic levels: operator,
suppervisor, admin/maintenance).
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— Phan mém duwoc thiét ké bao gom kha nang
mé& réng cho s&n dé phu hop cho yéu cau
nang cap hé théng trong twong lai.

6. YEU CAU CHUNG
6.1. Phu hop véi luat, cac qui dinh va tiéu
chuan

— Tiéu chudn GMP: Thiét bj phai dap tng tiéu
chudn WHO-GMP, EU-GMP, GMP Nhat
Ban, PICs-GMP.

— Tiéu chuan dién: thiét bi dwoc thiét ké tiéu
chuén IEC hoéc ISO.

— Do on: khéng vuot qua 85 dB trong pham vi
1 mét.

6.2. Hé théng phu tro san ¢c6

— Ngubn dién:
+ 230VAC (+5%, -10%) — 1 pha - 50Hz.
+ 400 VAC (+5%, -10%) — 3 pha - 50Hz.

— Khi nén: 0.60 MPa - 0.65 MPa (6 bar -6.5
bar).

— Mang LAN c6 day — Cat 5e

. 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 can cé day tiép dat.

— Pam bao chirc ndng chbng nhiéu tin hiéu
cla thiét bj dién

— Sau khi mét dién: may khéng dwoc tw déng
chay ma phai dwoc khéi dong lai béi nguoi
van hanh.

— Ta dién chdng nwéc, chng bui.

— Nut dirng khan cép duwoc dat & vi tri thuan
tién dé dirng may ngay lap tirc.

6.4. Yéu cau vé nat nhan van hanh (néu co)
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— The software must be intentionally designed to
include the available extensions for future
upgradations of system.

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 be
intentionally designed as following the IEC or ISO
standards.

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

6.2. Specifications of the available utilities
— Power supply:
+ 230VAC (+ 5%, -10%) - 1 phase - 50Hz.
+  400VAC (+ 5%, -10%) - 3 phases - 50Hz.
— Compressed air: 0.60 MPa - 0.65 MPa (6 bar - 6.5
bar).
—  Wired LAN — Cat 5e
6.3. Electrical requirements

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

— Leakage protection: Machine needs to have Earth
wire.

— Ensure anti-interference function of electrical
equipment

— After power failure, Machine must not work
automatically. It must be manually started.

—  Electrical cabinet: Waterproof and dustproof.

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

6.4. Operating button specifications (if any)

Mau sac Ghi cha
Color Remark
Nut kh&i dong/ Start button Xanh/ Green
Nut drng/ Stop button D4/ Red
Nut dirng khan cép/ D&/ Red Kiéu: xoay dé m& khda
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6.5.

6.6.

6.7.
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Mau sac Ghi chu
Color Remark
Emergency button Type: Turn-reset
Nut reset/ Reset Vang/ Yellow

Dén bao hiéu kiéu thap: trong trwong hop
thiét bi co 1ap dat cot dén bao hiéu thi theo
yéu cau clia bang dwdi day:

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

Mau sac Ghi chu
Color Remark
Dirng/ Stop Dé/ Red
Bao déng/ Alarm Vang/ Yellow
Chay/ Run Xanh/ Green
Yéu cau vé hé théng khi nén 6.5. Pneumatic (Compressed air) system
requirements
Thiét bi phai cé b6 chinh ap khi nén va loc | — The machine must have an appropriate regulator
phu hop (néu c6 bo phan stiv dung khi nén). (to control the pressure) and filter (if there is a
pneumatic part).
Yéu cau vé vé sinh, bao tri, stra chira 6.6. Requirements of cleaning, maintenance and
repair
Thiét bi cé thé di chuyén dwoc dé dang, banh | - The device can be easily moved. Stable castors
xe phai c6 khoa (néu co). are lockable (if any).
Thiét ké phai tinh dén tiéu chi dé vé sinh. — The design should take the cleaning ability into
account.
Cac vij tri Chuyén dong phai dwgc bao che | - The movement parts must be covered by the
day da bang vat liéu thich hop. appropriate materials.
Khung may c6 két cdu cing vikng, it rung | — Machine frame would be steady structure with
ddéng khi van hanh dé tranh anh hwdng dén low vibration during the operation to avoid
46 chinh xac cila cac cam bién dic biét (néu adverselly affect to the precision of the special
; : ; sensor (if any).
co)
Hé truyén dong dwoc thiét ké hoat ddng dn | — Driving system must be designed for stable and
dinh va lién tuc. continuous operation.
Dé thay ddi bé phan may: May phéi dwgc | — Ease to change the parts: Machine must be
thiét ké dé dé thay ddi cac bo phan may. designed for easy changing the parts.
Yéu ciu vé hiéu chuan 6.7. Requirement of Calibration

T4t ca cac thiét bj do lwerng cé tac dong dén
san pham phai dwoc hiéu chuan tai noi san
xuét sau khi [&p dat.

Truy xuat ngudn gbc thiét bi ndi chuan: Nha
thdu phai cung cap gidy chirng nhan hiéu

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

Traceability: The vendor needs to provide the
certificate of the prime-calibrated device which
was applied to calibrate the instrument of
machine.
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6.8.

6.9.

6.10. Yéu cau vé nhan nhan dang

chuén cla cac thiét bi chuan dwoc sir dung
dé& hiéu chuan cho céac thiét bj do ctia may.
Cac thiét bj do lwdng phai duwoc I&4p dat dé
dé dang hiéu chinh dinh ky.

Nha thdu c6 trach nhiém cung cip day du
thdng tin ky thuat cla thiét bj do lién quan
dwoc tich hop trén hé thdng.

Yéu cau vé phu kién

Nha thau can cung cép cac vat tu tiéu hao
trong vong 1 ndm. Va théng bao trudc néu
c6 thay doi.

Nha thiu can cung cap danh sach phu kién
cung v&i bao gia.

Huan luyén van hanh

Nha thau phai té chirc huén luyén cho ngu i
str dung vé trinh tw van hanh va vé sinh may
ciing nhw phuwong phap thao I&p may va bao
tri.

Cung cip kém theo bang nhan dang thiét bj
nhw mo ta:

100
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Each instrument must be intentionally installed
for easy access during the periodic calibration.

The vendor takes responsibility to sufficiently
provide the specifications of the relevant
measuring instrument that is built-in the system.

6.8. Spare parts

The vendor needs to provide the consumable
spare parts for 1 year. And notify in advance if
there are changes.

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

Provided with identification label for equipment
as per sample below :

-
%

:b Tén TB:
Ma tai san:
Ma sd TB:
Model:

S6° Sé-ri:
Nam sx
Xult xir
Trong lugng:
@ Kich thufc:

23x4 .~

CAy

60

C,)/w

Hinh 10 — Minh hoa mau bang tén nhan dang thiét bj
Figure 10 — Image of idenfication label for equipment
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7. THAM DINH THIET Bl VA NGHIEM THU
7.1. Mivc d6 cin thiét
Tién hanh chon cac diéu kién dwoi day

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 vl =
Tham dinh/ Qualification A =
CSV (Computerized System Validation) A =

7.2. Pham vi trach nhiém, nghia vu:

7.2. Responsibility, obligation

Trach nhiém, nghia vu

Cdng viéc Responsibility, obligation Ghi chu
Tasks Xigs N
Pboi tac/ DHG ote
Partner
Thwe hién tw kiém tra trwde khi N Bao g("jm kiém tra
A xrdna/ . Thwc hién/ . o
Tu kiém tra i(elIJ:as):frinn?accr:\ihne;Ck macnnebere execute ChA,LPO’ng trinh va he
Self-checking . - 3 n : = thong cho CSV
Bao cao ty kiém tra trwde khi Thwc hién/ R R Including Program test
B . Phé duyét/ approve
xuat xwéng/ Report execute & System test for CSV
Dé cwong/ Protocol Soan thao/ Phé duyét/ approve
prepare
FAT Thuc hién/ Execute Thwe hién/ Nhér] chang/
execute witness
N . . z > Thwc hién/ A A
Bang ghi chép két qua/ Report execute Phé duyét/ approve
Bang dé& cwong/ Protocol Soan thao/ Phé duyét/ approve
Kiém tra prepare
xac nhan | Thuc hién (Lam thuc té)/ Thwe hién/ Nhan chirng/
nghiém thu | Execute execute witness
SAT 2
Bao cao/ Report Soan thao/ Phé duyét/ approve
prepare
Bang dé cwong / Soan thao/ prepare
Protocol Phé duyét/ approve
DQ Thwc hién/ Execute Thwc hién/ execute Bao _gom csv
Including CSV
. Soan thao/ prepare
Tham dinh Bao cao/ Report Phé duyét/ approve
Qualification 3 A 3
Bang dé cwong/ Soan thao/ Phé duyét/ approve
Protocol prepare
1Q Thuc hién (Lam Thye hién/ Nhan chi*rng/ | Bao gém CSV
thyc té)/ Execute execute witness Including CSV
Bao cao/ Report Soan thao/ Phé duyét/ approve
prepare
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Trach nhiém, nghia vu

Cdéng viéc Responsibility, obligation Ghi chu
Tasks Poi tac/ Note
] Partner DHG
Eang dé cwong/ Soan thao/ Phé duyét/ approve
rotocol prepare .
oQ Thuc hién (Lam Thwc hién/ Nhén chang/ Bao gobm CSV
thyc t€)/ Execute execute witness Including CSV
B4o cao/ Report Soan thaol | ppa guyat/ approve
prepare
Biéu mau/Form Sopargpg::d Phé duyét/ approve
Tham dinh Hr'f‘i Thrc hién (Lam Thuchién/ | Nhanchiémg/ | Hiéu chuan lan dau
Qualification 8allijb€: :tion thye t€)/ Execute execute witness Initial calibration
Bao céol Report Soan thao/ | ppa qyyat/ approve
prepare
Bang dé cwong / Soan thao/ prepare
Protocol Phé duyét/ approve .
PQ Thuc I;\Ien (Lam Thuwec hién/ execute Bao gom csv
thyc t€)/ Execute Including CSV
. Soan thao/ prepare
Bao cao/ Report Phé duyét/ approve
7.3. Diéu kién nghiém thu 7.3. Acceptance conditions
7.3.1. FAT 7.3.1. FAT
— V& thiét bj: hoan thién ché tao, 1ap dat, s&n | - For equipment: completed the fabrication,

sang dé van hanh.

— Dap &ng van hanh véi pham vi téi thiéu 116
khao sat cho méi san phdm muc tiéu (san
phdm muc tiéu s& do DHG chi dinh):

+

Céc chlrc nang van hanh tbng quat dung
v&i yéu cau cta URS:

Théng tin in rd nét, chinh xac, cé thé truy
xuét dwoc, chat lwong ban in 6n dinh;
Vi tri thiét bj c6 thé dan tem phu hop voi
théng sb clia san pham muc tiéu;

Hé thdng kiém tra cé thé phat hién va loai
bd chinh xac sadn pham 16i (cac 16i quan
trong va dién hinh dwoc mé td & muc 5).

B& kiém tra trong lwong hoat ddng dung
va chinh xac véi cac thdng sb da duoc
phé duyét.

Tbc dd may dap ng nang suat yéu cau,
hoat déng &n dinh, ti 1& sai 16i 0% (100%
sb lwong chinh phdm phai thda man yéu
cau chap nhan cta chinh pham).

assembly and installation, be ready for test runs.

Satisfies the operation requirements at least 1
pilot batch for testing with target products (to be
appointed by DHG):

+ Overall operating features must satisfy the
URS;

+ Printed data must be clear, accurated,

traceable, stable printing quality;

+ The labelling position must be correct as
depiction of the target product;

+ The verification system is able to detect then
accurately reject the defective product (the
typical and crucial failures must be rejected as
described in the section 5).

+ The product weight checker properly and
accurately works as per approved
specifications.

+ The overall speed of the entire system
satisfies the requirements about productivity
outcome, stably operates with failure rating is
0% (it means 100% of accepted products
must be correct and acceptable).
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+ Heé thdng may tinh va hé théng di liéu
dap (rng day du cac thudc tinh yéu cau
nhw mo ta tai muc 5.

7.3.2. SAT

Vé hd so: Nha san xuéat ban giao day da hd

so theo yéu cau nhw muc 8.

Vé thiét bi:

+ Ban giao day du thiét bi kém theo, dd
nghé va phu tung thay thé du phong.

+ Hiéu chuan thiét bj do tai noi 1ap dat voi
két qua dat.

DPap &ng van hanh véi pham vi téi thiéu 116

khao sat cho méi san phdm muc tiéu (san

phdm muc tiéu s& do DHG chi dinh):

+ Céc chlrc nang van hanh tbng quat ding
v&i yéu cau cta URS;

+ Thong tin in rd nét, chinh xac, cé thé truy
xuét duwoc, chat lwong ban in én dinh;

+ Vi tri thiét bi c6 thé dan tem phu hop véi
théng sb clia san phdm muc tiéu;

+ Hé théng kiém tra c6 thé phat hién va loai
bd chinh xac sadn pham 16i (cac 16i quan
trong va dién hinh dwoc mé td & muc 5).

+ B6 kiém tra trong lvong hoat déng dung
va chinh xac véi cac thdng sb da duoc
phé duyét.

+ Tbéc d6 may dap rng nang suat yéu cau,
hoat déng &n dinh, ti 1& sai 16i 0% (100%
sb lwong chinh phdm phai théa man yéu
cau chap nhan cla chinh pham).

+ Hé théng may tinh va hé théng dir liéu
dap (rng day du cac thudc tinh yéu cau
nhw mo ta tai muc 5.

+ Hé thdng két ndi va van hanh én dinh khi
két nbéi v&i hé théng co s& div liéu hién
hiru tai noi 1ap dat.
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+ The properties and features of computerized
system and data system must sufficiently
satisfy all the elements/aspect as described in
section 5.

7.3.2. SAT

— Document: Supplier must provide all the required
document as section 8.

— Equipment:

+ Handover all accessories, tools and spare
parts.

+ Successfully calibrate the required measuring
instruments at site.

— Satisfies the operation requirements at least 1
pilot batch for testing with target products (to be
appointed by DHG):

+ Overall operating features must satisfy the
URS;

+ Printed data must be clear, accurated,

traceable, stable printing quality;

+ The labelling position must be correct as
depiction of the target product;

+ The verification system is able to detect then
accurately reject the defective product (the
typical and crucial failures must be rejected as
described in the section 5).

+ The product weight checker properly and
accurately works as per approved
specifications.

+ The overall speed of the entire system
satisfies the requirements about productivity
outcome, stably operates with failure rating is
0% (it means 100% of accepted products
must be correct and acceptable).

+ The properties and features of computerized
system and data system must sufficiently
satisfy all the elements/aspect as described in
section 5.

+ The system can stably communicate and
operate when connected to the existing
database at site.
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8. HO SO PE XUAT

Hay cung cap cac hd so duwgc néu bén dwdi:
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8. DOCUMENTS

Provide documents below:

Céng viéc Ho so S6 lwong Ghi chu
Process _ ] Document Quantity Note
HY so HoO sg théng so ky thuat/ Documents and 01 B&/ 01 Set . . )
N drawings Ho so bat budc
bao gia Bao gia/ Quotations 01 Bo/ 01 Set Mandatory
Quotation Hop déng/ Contract 04 BO/ 04 Sets
Bang thdng sb ché tao/ Specification 01 B&/ Dehfag nrlfr;
Hb so xac nhan | documents and drawings 01 Set (P © duye )
SRy A For confirmed purpose
thiét ké/ . - _ S
Design FS (DPac diém ky thuat chrc nang) cho
CsVv
FS (Function Specification) for CSV
Ho so P& cwong va ké hoach/ Protocol
thiét ké/
DQ Bé&o cao/ Report
, Bao gdm cac chirng
Tw kiém tra/ Bao cdo nha san xuét tw kiém tra trwdc 01 Bo/ nhan kiém tra cac bd
Self-checking khi xuét xwéng/ Report 01 Set phan chinh/ Including
main parts certificates
H3 so FAT/ Dé cuwong/ Protocol
FAT documents | Bang ghi chép/ Report
x .z 01 B&/
X Dé cwong kiém tra/ Protocol 01 Set
HO so 2
.x - s 01 Bo/ .
kiém tra va xac | Bang ghi chép kiém tra/ Report 01 Set Bao gdbm CSV
nhan nghiém thu/ — Including CSV
02 B&/
SAT documents . . .
Bién ban nghiém thu/ acceptance minutes 02 Set
. 1Q . A
beé cuong/ 0Q 01 B&/ Bao gom CSV
Protocol — = — 01 Set Including CSV
Hb so thdm dinh/ Hiéu chuan/ Calibration
lificati ; 1Q ‘
Cuatlea®n | Bao cao tham oa 01 B/ Bao gdm CSV
dinh/ Report — ; — 01 Set Including CSV
Hiéu chuan/ Calibration
. X A ys o . 01 B&/
Hwé&ng dan van hanh/ Operation instruction 01 Set X o
e Ban vé tdng thé trang thiét bi, hinh cac 01 Bo/ Bao ?,Or: he thong
Y o . may tin
Others bd phan, ban vé bd tri/ Drawing: general, 01 Set Including Computerized

parts, equipment position

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

system
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9. KHAC (LUU Y PAC BIET) (KHONG PHAI
GMP)
9.1. The¢i gian bao hanh (dam bao trach
nhiém sai sét)

— Bén cung cap thiét bj phai ddm bao thiét bj
dap (rng d0 cac théng sb ky thuat-chat
lwgng ma Dwoc Hau Giang da dat hang.

— Thiét bj phai dap &ng san xuéat dwoc cac
san phdm ma Dwoc Hau Giang da néu trén.
Truwong hop ma thiét bi khédng dap tng san
xuét cho 1 s&n pham nao d6 ma nguyén
nhan thudc vé thiét bi thi nha cung cip phai
khac phuc va chiu chi phi vé van dé de.

— Thai gian bao hanh tbi thiéu 12 thang tinh
tr ngay nghiém thu thiét bj.

9.2. Cung cap phu tung dw phong

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

9.3. Bao mat thong tin

— T4t ca théng tin dwoc trinh bay va bi mat
kinh doanh cuiia ca hai bén chi dwoc sk
dung cho trwdong hgp nay va khéng dwoc
tiét 10 hodc dwa cho bén th& ba

— Trwdng hop song phuwong cé thanh qua tw
y twdng, phat minh trong qua trinh thiét ké
va s dung hé théng/ thiét bi trong hop
ddng mang lai. Néu c6 dw dinh ndp don xin
quyén sé hiru cong nghiép, can théng bao
trwdrc cho déi tac, cung thao luan va dwvara
quyét dinh.

10.TINH TRANG BAN HANH, SU’A BOI
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9. OTHERS (Majority attention) (not GMP)

9.1.

9.2.

9.3.

Warranty period (guarantee fault
responsibility)

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

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

Warranty duration: at least 12 months from
acceptance test.

Spare parts supply

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

Information security

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

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

10. REVISION HISTORY

Muc
Section

N6i dung stra doi

Content

Lan ban hanh/ version:1 , Ngay phé duyét/ Approved date: 29/04/2025

Ban hanh md&i
New issuance
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Lan ban hanh/ version:2 , Ngay phé duyét/ Approved date: 10/07/2925

3.CAUTAO HE | Thay déindi dung :

THONG/ THIET BJ | Change content: o ‘

CONFIGURATION of | Hé thong truy xuat nguon goc - Bao gom cac bQ phan:

SYSTEMS/ 1. Trwong hop 1: B6 in ma dir liéu in, bd kiém tra ma dir liéu in.

EQUIPMENTS 2. Trwdng hop 2: B in ma di¥ liéu in, bd kiém tra ma di liéu in, dan
tem chéng hang gia.

3. Trwong hop 3: B6 in ma dir liéu in, bd kiém tra ma di liéu in. dan
tem chéng hang gia, kiém tra trong lwong va loai bé san pham
khong dat

System serialization - Including parts:

1. Case 1: printed data printing, printed data checking.

2. Case 2: printed data printing, printed data checking, anti counterfeit labeling/
stamping.

3. Case 3: printed data printing, printed data checking, anti counterfeit
labeling/stamping, weight checking and reject failed product

9

Hé théng truy xuat ngudn gbc - Bao gdm cac bd phan:
- BO in ma di liéu in.

- B& kiém tra ma di liéu in.

- Kiém tra trong lwong va loai bd san phdm khéng dat
- Dan tem chéng hang gia.

System serialization - Including parts:

- Printed data printing.

- Printed data checking.

- Weight checking and reject failed product.
- Anti counterfeit labeling/stamping,

Heé théng truy xuat ngudn gbc c6 chirc ndng dan tem chéng hang gia tw
déng va kiém soat trong lwong
Serialization with auto tamper sealing and check weigher functions

5hi chi/note

Khu virc déng goi cap 2

Area secondary packaging

Mau 65 Nha cung cap thyc hién

Red: Supplier work
Mau den: DHG thyc hién
Black DHG works

Inlet compressed air
Power supply

va

o
0
anual packagin Box packaging
i @
P— T Y 3
N4 N a8
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5.1.1 B6 phéan in
div liéu :
Data printer:

Thém ndi dung m&i/ Add new content :

>

May in st dung cong nghé truyén nhiét dé in, hoat dong 6n dinh véi d6
bé cao.

The printer uses thermal transfer technology to print, operating stably with high
durability

Tbc d6 in, kich thwéc ving in phai phu hop véi théng sé san pham
dwoc dé cap phia trén.

Print speed and print area size must match the product specifications mentioned
above.

D{ liéu in c6 d6 phan gia in cao, ro nét, rd chir...

Printing data has high print resolution, clear, sharp text...

Loai ribbon phu hop v&i nhu cau st dung (loai phd bién trén thi
truwéng), sé 1an in 120.000 san pham/ cudn

Ribbon type suitable for usage needs (common type on the market), number of prints
120,000 products/roll

Ribbon dé dang thao I&p, thay thé linh kién

Ribbon is easy to disassemble and replace components.

Ribbon han ché phat sinh bui trong qua trinh st dung.

Ribbon limits dust generation during use.

5.1.2 B6 doc div
liéu :
Data reader:

Thém ndi dung m&i/ Add new content:

9

Kha nang doc duoc tat ca div liéu in tr may chinh hodc tay doc roi
nhanh chdng va chinh xac.

Ability to read all printed data from main machine or separate reader quickly and
accurately.

Thiét bi tay doc r&i hoat ddng 6n dinh, chéng va dap, chéng bui....

The detachable handheld device operates stably, is shockproof, dustproof, etc.

Tay doc r&i cé thé két ndéi qua USB, Bluetooth hodc Wi-Fi.

The detachable reader can connect via USB, Bluetooth or Wi-Fi.

Cé trang bj thung dwng san pham 16i trong subt, chéng va dap, chéng
bui....

Equipped with transparent defective product container, shockproof, dustproof...

Giai ma nhanh chéng cac loai ma vach phé bién, cé chirc nang kiém tra
tat ca cac div liéu sau khi in.

Quickly decode popular barcodes, with the function of checking all data after printing.
Tbc d6 quét dwdi 1 gidy/ma vach, dd chinh xac cao ti thiéu 99
Scanning speed under 1 second/barcode, high accuracy minimum 99%

Heé théng twong thich v&i cac hé diéu hanh va cac phan mém quan ly.
The system is compatible with operating systems and management software.
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— Dt lieu in dwoc hién thj va cai dat tréen HMI, xem trwédc khi may van
hanh.
Print data is displayed and set on HMI, previewed before machine operation.

— Thiét bi c6 thé nhap di liéu ma GTIN dwoc cung cap tr Chi s& hiru
gidy phép Iwu hanh (theo ISO/IEC 15426-1 va theo ISO/IEC 15426-2)
va tw tao dwoc ma 2D code theo ISO/IEC 15426-1, 15426-2.
The device can import GTIN code data provided from Marketing Authorization Holder
(according to ISO/IEC 15426-1 and ISO/IEC 15426-2) and automatically generate 2D
code according to ISO/IEC 15426-1, 15426-2.

— Chtre nang sao lwu di¥ liéu khi xay ra sy ¢b khién hé théng dirng lai dét
ngot
Automated backup data in case of incident makes system suddenly stop

— Chrc nang xuét bao céo theo yéu cau: ma sb da sl dung, trang thai,
ma sb da thu héi, ma sb gbc ban dau do Chi s& hiru gidy phép Iwu hanh
cung cap.
Function of printing reports on demand: used serial code, status, recollect serial code,
original code provided by Marketing Authorization Holder.

— Phan mém twong thich v&i nhiéu hé diéu hanh, hé tro twong tac véi cac
pham mém thiét ké va c6 thé in tlr di¥ liéu di dong.
The software is compatible with many operating systems and supports interaction with
design software and can print from mobile data.

5.1.3 Bo kiém P6i s6 muc luc 5.1.4 > 5.1.3

soat trong lwong:
Weight controller:

Change table of contents number 5.1.4 2> 5.1.3
Thém ndi dung m&i/ Add new content :

9

C6 man hinh hién thij giam sat, hiéu chinh va cai thong sb dé kiém tra
Has display screen to monitor, calibrate and set parameters for testing

Cé chirc nang béo 16i khi phat hién hop 16i

Has an error reporting function when detecting an error box

C6 chirc ndng do lwdng, phat hién, ghi nhan lai di liéu hdp thiéu trong
lwong dé phan tich va lam béao céo.

Has function measure, detect, record underweight box data for analysis and reporting.
D6 chinh xac : sai sb t6i da +0.1g déi véi hop dwdi 5009

Accuracy: maximum error +0.1g for cases under 500g

Tbc d6 kiém tra : it nhat 50 hop/phut

Testing speed: At least 50 boxes/minute

H6 tro’ xuat dir liéu hodc tich hop vao hé théng hién hiru

Support data export or integration into current system

B&o céo va lwu trir di¥ liéu theo thoi gian thwe d& phuc vu phan tich
Real-time data reporting and storage for analysis
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5.1.4 B6 dan tem
chéng hang gia:
Anti-counterfeit
stamp set :

P6i s6 muc luc 5.1.3 > 5.1.4
Change table of contents number 5.1.3 2 5.1.4
Thém ndi dung m&i/ Add new content :
9
— Co6 man hinh HMI (hién thi va cai dat thong sé van hanh).
Has HMI screen (displays and sets operating parameters).
— Tbc do dan tem phai ddng bd véi tbc do may
The labeling speed must be synchronized with the machine speed.
— Co chirc nang kiém tra chat lwgng va hinh thirc tem dan
Has the function of checking the quality and appearance of the stamp.
— Cé chirc nang béo 16i khi phat hién tem 15i
Has an error reporting function when detecting an error tamp
— Co6 chirc nang kiém tra, phat hién, ghi nhan lai di¥ liéu tem 16i dé phan
tich va lam bao cao.
Has function test, detect, record error stamp data for analysis and reporting.
— Hb tro xuét di¥ liéu hodc tich hop vao hé théng hién hiru
Support data export or integration into current system
— Béo céo va lwu triv div liéu theo thoi gian thwe dé phuc vu phan tich
Real-time data reporting and storage for analysis

5.2 YEU CAU VE
DU’ LIEU HE
THONG:

SYSTEM DATA
REQUIREMENTS:

* P6i s6 muc luc:

Change table of contents:

5.1.2 HE THONG DIEU KHIEN

5.1.2 : Control system

9

5.2 YEU CAU VE DU LIEU HE THONG:

5.2 SYSTEM DATA REQUIREMENTS:

* Thém ndi dung mé&i/ Add new content :

9

— Tw déng lwu dir liéu vé may chu
Automatically save data to server

— Hop nhét di liéu, va lwu di liéu dw phong
Consolidate data, and save backup data

— S6 nguoi dung khéng han ché, c6 phan quyén nguwdi dung (3 cip do:
nguwoi st dung, nhan vién bao tri, cp quan ly)
Unlimited number of users, with user authorization (3 levels: user, maintenance staff,
management level)

— C6 timer kiém tra thoi gian va c6 thé diéu chinh dwoc phi hop véi cac
quéc gia.
There is a clock that checks the time and can be adjusted to suit different countries.

Lan ban hanh/ Version:3 , Ngay phé duyét/ Approved date: ..........................
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Tén goi hé Hé thong truy van nguon goc/ Serialization system
théng/thiét bj > , S
Name of Hé thong dinh danh va truy van nguon goc/ Serialization, track and trace
equipment/system system
1. MUC PICH DPau tw ma&i Hé théng Truy van ngudn gdc (danh ma sb truy van ngudn gbce)

PURPOSE cho moi s&n phdm thwong mai, tao ra mét con dwdng truy xuat ngudn gbc

tr nha san xuét dén nguoi dung cudi. Kiém soat chat lwong sédn pham va
dan tem chéng hang gia bao vé san phadm. Tuan theo diéu khoan quy dinh
vé ma sb ma vach theo Luat chat lwgng sdn phdm hang héa Viét Nam,
Luat chéng hang gid ctia Uy ban Chau Au va cac Luat quy dinh twong tw
¢ cac thi trwong khac.

New investment in a Track and Trace System (Track and Trace Code) for all commercial
products, creating a traceability path from producer to end user. Product quality control.
And anti-counterfeiting stamps to protect products. Complying with the regulations on
serialization according to Vietnam's Law on Quality of Goods and Products, the EU
Commission's Anti-Counterfeiting Law, and similar regulations in other markets.

9

Tai liéu nay cung cap cac yéu ciu dbi voi Hé thdng dinh danh va truy van
ngudn gbc, dwoc dau tw mdi cho day chuyén san xuat dwoc pham tai
Xwéng Penicillin tuan theo diéu khodn quy dinh vé ma sb ma vach theo
Luat chat lwong san phdm hang hoéa Viét Nam, Luat chéng hang gia cua
Uy ban Chau Au va céac Luat quy dinh twong tw & cac thi trwong khac:
This document provide the requirement specifications of the Serialization, track and trace
system that will be invested and introduced to the pharmaceutical manufacturing line in
Penicillin Factory to comply with the articles of serialization according to Vietnam's Law

on Quality of Goods and Products, the EU Commission's Anti-Counterfeiting Law, and
similar regulations in other markets:

+ Binh danh sadn phdm nham tao ra mét con dwéng truy xuat ngudn gbc
cho moi s&n phdm thwong mai tir nha san xuat dén ngudi dung cudi;

+ Serialization is creating a traceability path from producer to the end-users;

+ Dan tem chdng hang gia nham b&o vé san phdm va danh tiéng cua
nha san xut;

+ Labelling the tamper evident to protect the products as well as the reputation of the
pharmaceutical manufacturer;

+ Kiém tra trong lvong cla toan bd sdn phdm nham kiém soat chat
lwong chat ché.

+ Checking the weight of all products to control the quality certainly.

2.3 Vi tri 1ap dat
Installation
location

B& sung théng tin ma sé phong, noi lap dat hé théng/thiét bj

Additionally described the room number where the system/equipment is going to be
installed.

Bé hinh 2 va hinh 4, cap nhat lai hinh 3.

Deleted the figures 2 and 4, update the figure 3.
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2.5 Thoi han giao | 6 thang ké tir khi xac nhan d&t hang.
hang theo hop | 9 months upon receipt of order.
dong >

Delivery time according
to the contract

Khoéng qué 6 thang ké tir khi xac nhan d&t hang.
Not more than 6 months upon receipt of order.

2.6.1 Bang bao gia
Quotation

— Ba&o gia co thdi han tir 2 thang tré 1&én ké tlr ngay bao gia cé hiéu luc
Quotations are valid for 2 months or more from the effective date of quotation.

9

— Bao gia co thi han hiéu lyc tr 6 thang tré [én.
Quotation is valid for 6 months at least.

2.6.2 Thanh toan
Payment

+ Ung trwde 20 % gia tri hop ddng ngay sau khi ky hop déng va DHG
nhan dd hd so thanh toan.

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

+ 50% sau khi hoan thanh nghiém thu SAT va DHG nhan da hé so
thanh toan.
50% after completing SAT acceptance and DHG receives complete payment
documents.
+ 30% con lai sau khi hoan tat nghiém thu hop déng va DHG nhan
dwoc bao lanh bao hanh.
Remaining 30% after completing the contract acceptance and DHG receives the
warranty guarantee.
9
N6i dung dwéi day mang tinh chét tham khéo :
The terms below are reference:
— Thanh toan dot 1: khéng vwot qua 20 % gia tri hop ddng sau khi ky hop
ddng va DHG nhan du hd so thanh toan.
1t payment period: not more than 20% of the contract amount after signing the
contract and DHG receives the required payment dossier.
— Ly ké thanh toan khéng vuwot qua 80% gia tri hop déng sau khi hoan
thanh nghiém thu SAT va DHG nhan du hé so thanh toan.
The accelerated payment amount not more than 80% of contract amount at the
completion of SAT and DHG receives the required payment dossier.
— Phan con lai dwoc thanh toan sau khi hoan tat ban giao, thanh Iy hop
ddng, DHG nhan dwoc bao Ianh bdo hanh va day du hd so thanh toan.

Remaining amount will be paid after completing the handover and liquitation of
contract, DHG receives the warranty letter and required payment dossier.
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2.6.3 Mot sb yéu
cau tham khéo vé
Bao lanh
Reference guarantees

+ Bao lanh dy thau: 3% gia tri woc tinh ctia goi thau, cé hiéu lyc tiy

ngay phat hanh dén 30 ngay sau thdi diém déng thau.
Bid security: 3% of the estimated value of the bid package, valid from the date of
issue until 30 days after the bid closing date.

+ Bao lanh tam (rng: twong dwong gia tri tam ng, co hiéu lwc tr ngay

phat hanh dén khi gia tri tam &ng dwoc hoan trd hoan toan.
Advance payment guarantee: equivalent to the value of the advance payment, valid
from the date of issue until the advance payment is fully repaid.

+ Bao lanh thuwc hién hop dong: Tbi thiéu 10% gia tri hop déng, cé hiéu

lwe tr ngay phat hanh dén khi két thuc cac nghia vu hop déng.

+ Contract performance guarantee: Minimum 10% of the contract value, valid from

the date of issue until the end of the contractual obligations.

+ Bao lanh bdo hanh: Téi thiéu 5% gia tri hop ddng, cé hiéu lwc tir ngay

nghiém thu dwa vao st dung dén két thuc thdi gian bao hanh.
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.

B&o lanh dy thau: ¢é hiéu lwc tr ngay phat hanh dén 30 ngay sau thoi
diém déng thau.

Bid guarantee: valid from the date of issue until 30 days after the bid closing date.
Bao lanh tam &ng: twong dwong gia tri tam &ng, c6 hiéu lwc tr ngay
phat hanh dén khi gia tri tam trng dwoc hoan trd hoan toan.

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

Ba&o lanh thuwc hién hop déng: ¢ hiéu lwc tr ngay phat hanh dén khi két
thic cac nghia vu hop déng.

Contract performance guarantee: valid from the date of issue until the end of the
contractual obligations.

Bao lanh bao hanh: cé hiéu lyc tir ngay nghiém thu dwa vao str dung
dén khi két thuc thei gian bao hanh.

Warranty: valid from the date of acceptance and putting into use until the end of the
warranty period.
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3. glf\U TAO HE || STT Hé thong/ Thiét bi S6 Ghi
Ig&gﬁé&ﬂlg; gll= Ordi System/ Equipment lwong chu
SYSTEMS/ nal Quantity Note
EQUIPMENTS Hé théng truy xuat ngudn gbc - Bao gébm
cac bd phan:

- Kiém soat trong lwong
- BO in ma di liéu in.
- B6 kiém tra ma di liéu in.

LA Dan nhan/tem chdng hang gia. 01
System serialization - Including parts:
- Weight checking and reject failed product.
- Printed data printing.
- Printed data checking.
- Anti counterfeit labeling/stamping,
9
STT Hé thong/ Thiét bi S6 lwong Ghi cha
No. System/ Equipment Quantity Note
Hé théng dinh danh va truy van
ngudn gbc
Serialization, Track and Trace
System
v Cum cép hop
" | Product feeder
Cum kiém soat trong lwong — loai Trinh tw cac cum chirc
g | Phépham nang khdng bét budc theo
Checkweigher — with NG product bang nay, tuy nhién, nha
rejector .| thau phai thiét ké sao cho
g, | Cuminma dinh danh 01h€ 1 4am bao aay au cac thuge
Serialization codg printer thong tinh kiém soat yéu cAu
10, | Cum dan tem chong hang gia 01 system | Consequense of these
Tamper evident labelling , .
— — = functions is not mandatory
Cum kiém tra déc lap cho chat lwong .
ban in, tem d4n — loai phé pham as th|§ table, however, the
11. | Independent checker for quality of supplier must ensure a
printed graphic and label — with NG sufficient design elements
product rejector as required
Phan mém diéu hanh hé thdng dinh
12, | danh va truy van nguén gbc
" | Operation software for Serialization,
Track and Trace system

4. THONG SO SAN PHAM VA CAC TIEU CHi
SPECIFICATION AND CRITERIA OF PRODUCT/PROCESS
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Cap nhat toan bd ndi dung muc 4.
Update contents of entire section 4.
411 Qui cach | Cap nhat bang théng sb quy cach déng goi san pham

doéng goi va trong
lwong san pham

Updated the product specification table

Packaging and

product weight

4.1.2 Qui cach Cap nhat bang théng s6 quy cach bao bi hdp carton
hop Updated the product specification table

Box Specifications

41.3 Qui cach | Cap nhat bang thong sb quy cach bao bi hdp carton
tem dan Updated the product specification table

Specifications of

tamper-evident seal

Bd cac muc dudi day vi da gép ndi dung vao muc 4.1

The sections below are deleted due to be combined into the section 4.1
4.2 Huwéng san pham va vi tri dan tem

4.2 Product flow and stamping location

4.3 Khoang cach tem dan

4.3 Stamp size

4.4 Hinh dang tem dan

4.4 Stamp shape

4.5 Hinh dang hop va vi tri vang in

4.5 Box Shape and Print Area Location

4.2 Théng tin mau
in s6 16

Lot number printing
sample information

4.6 Théng tin mau in s 16/ Lot number printing sample information
+ Sbdongin: tr 1 dén 4 dong
Number of printing rows: from 1 to 4 rows
9
4.2 Théng tin mau in s 16/ Lot number printing sample information
Cap nhat hinh anh mé phong divu liéu in.
Updated the image of desire printing data
Stra dbi, bd sung md ta/ Revised and added the description:
+ Sbdongin: tr 4 dén 5 dong
Number of printing rows: from 4 to 5 rows
+ Sb ky tw in dwoc trén mbi dong tin: téi thiéu 18 ky tw.
Number of characters on a row: at least 18 characters

51 Phan cirng
cua hé théng

5.1 Yéu cau dic biét/ Special requirements
9

Hardware 5.1 Phan ctng cla hé thdng/ Hardware
5.1.1 Tong quat|Bb sung ndi dung cla toan bd muc ndy/ Added the entire content of this section:
chung — Hé thdng thiét k& gon nhe, két cAu khung than chac chan, dé dang di

Overall requirements

chuyén khi luan chuyén gitra cac day chuyén san xuét.
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Compact design, firm frame, easy-to-move when relocating among the manufacturing
lines.

Chan may duoc thiét ké vira phit hop v&i chire ndng di chuyén vira phi
hop v&i chirc ndng hap thu rung déng (gidm chan) nham gidp hé théng
hoat ddng 6n dinh, tin cay va hiéu qua.

The system’s footprint is intentionally designed for easy-to move as well as absorbing
the vibration (vibration damping) to support the stability, reliability and precision of the
system.

San pham dwoc cip thi cong vao dwdng dan san pham cla hé théng,
do d0, thiét ké bao gdbm co’ cu sép xép sé&n pham dé kiém soat khoang
céach gitra cac san pham khi di chuyén trén dwéng dan.

The products are manually fed to the system via an alignment guide, therefore, an
alignment feature should be built-in the system to fix the distance among the products
on the process stream.

Tdc d6 may diéu chinh dwoc, dap rng cong suét t6i yéu cau = 30 san
pham/pht.

Operating speed is adjustable to satisfy the productivity outcome at least = 30
products/minute.

Céc co cau nap va dan huéng san phdm cé thé diéu chinh dé& dang
thuan tién, dap ng yéu cau chuyén déi san phdm mét cach nhanh
chdéng va chinh xac.

The infeed and guiding mechanisms of system should be easily adjustable, satisfies

the requirements of rapid and accurately change-over among the various product’s
sizes.

5.1.2 Cum in div
liéu dinh danh
Printing station of
serialization data

May in sir dung cdng nghé truyén nhiét dé in, hoat déng én dinh v&i do
bé cao.

The printer uses thermal transfer technology to print, operating stably with high
durability

In dwoc trén nhiéu loai vat liéu bao bi (gidy, decal, gidy trang UV)

Can be printed on many types of packaging materials (paper, decal, UV coated paper)
Tbc do in, kich thwdc ving in phai pht hop véi thdng sb sdn phdm duoc
dé cap phia trén.

Print speed, print area size must match the product specifications mentioned above.
D liéu in c6 d6 phan gia in cao, rd nét, ro chir...

Printing data has high print resolution, clear, sharp text...

Loai ribbon phit hop véi nhu cau st dung (loai phd bién trén thi treéng),
sb lan in 2120.000 san pham/ cudn

Ribbon type suitable for usage needs (common type on the market), number of prints
= 120,000 products/roll

Ribbon dé dang thao |&p, thay thé linh kién

Ribbon is easy to disassemble and replace components.

Ribbon han ché phat sinh bui trong qué trinh st dung.

Ribbon limits dust generation during use.

C6 man hinh HMI (hién thj va cai d&t théng sé van hanh).
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Has HMI screen (displays and sets operating parameters).

May c6 chirc ndng két ndi tir xa, dé kiém tra dwoc 16i may khi bao tri
nhwng di liéu phai an toan.

The machine has a remote connection function to check machine errors during
maintenance, but the data must be safe.

Chtrc néng yéu cau: in tryc tiép 1én bao bi san pham tai vi tri dwoc chi
dinh (tham chiéu hinh 6 va 7 vé vi tri ving in) ma dinh danh dwoc cung
cap va thiét 1ap san tir bo xt ly di¥ liéu trung tam dé in 1én bao bi.
Function: online-printing on the packs at the appointed position (refer to figures 6 and
7 about position of printing field); the serial nuber will be available and provided from
the data central processing unit before printing.

Sb ky tw in: s ky tw in trén méi dong tin co thé cai dat dé dap ing tat
cé cac cap dd cia ma GTIN; ndi dung in bao gdbm phan ma vach 2D
chtra céc théng tin ciia cac dong tin dwoc ma hoa (dat téi thiéu cap B
theo tiéu chuan ISO/IEC 15415) va cac day ky tw cta bang tin in (bao
gdm chi va sb, tham khao hinh 9).

Printing length: the number of printing characters on each row is able to set up as per
requirements of all GTIN levels; the composition of the printing message including the
rows of letters (letters and numbers) and their encoded informations into the 2D
barcode (at least meeting the Grade B of ISO/IEC 15415).

Chuing loai: phu hop véi nhiéu loai vat liéu bao bi (mé t& & muc 4 mang
tinh tham khao), cho ra ban in cé dé phan giai in cao, rd nét, khéng bi
lem hoac mo.

Printer type: conforms with various packing type (description at section 4 just for
reference); producing high enough resolution and clear prints without smudge or blur.
Tbc d6 in: twong thich va déng bd véi tdc dd van hanh cta hé thdng
dinh danh va tuy van nguén géc. Hb tro nhiéu loai phéng chir khac nhau
v&i kha nang thay ddi kich thuwéc ky tw in.

Print speed: be appropriate and synchronized to the operation speed of the

serialization, track and trace system. Had better to support various printing font with
custom sizes.

Céc tham sé in nhw khodng céach, vi tri dau in va chiéu in dwoc thiét ké
phU hop dé dap trng yéu cau vj tri viing in cta tirng san phdm dwoc moé
td & muc 4.

The offset parameters such as distance and position of printing nozzles, and printing
direction are taken into account to conform with the printing area of each product at
the section 4.

Giao dién st dung may in dé thao tac, théng sb cai dat va théng sb van
hanh dwoc hién thi day da. May in hoat déng &n dinh véi do bén cao,
tiét kiém muc in (néu cé sir dung muc).

Friendly printing interface, the printing parameters (setting and operating) must be

sufficiently displayed. The printer’s features and operation must be stable enough,
economizing the consumable ink (if any).
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Loai myc in (néu cd) phu hop véi nhu cau str dung, phd bién hodc sén
c6 trén thi trwong.

Appropriate consumable ink (if any) for the printer, should be popular or widely
supplied in the market.

Hop muc in (néu cé s dung mwc) dé dang thao lap, thay thé.
Consummable ink catridge (if appicable ink) should be easy-to isassemble and
replace.

Qua trinh in han ché phéat sinh san phdm phu (khéi hodc mui dung
méi,...).

Printing process should be mitigated the pollutants (such as smoke or sovent odor,
e.g).

5.1.3. Bo kiém tra
trong lwong san

pham
Product
checker

weight

C6 chirc nang chéng rung dam bao doé chinh xac cao (hodc banh xe co
khoa)

With anti-vibration function to ensure high precision (or locking wheels)

C6 chirc nang kiém tra trong lwong tirng hop riéng 1é

Has the function of checking box weight

C6 man hinh hién thi giam sat, hiéu chinh va cai théng sé dé kiém tra
Has display screen to monitor, calibrate and set parameters for testing

Cé chirc nang béo 16i khi phat hién hop 16i

Has an error reporting function when detecting an error box

C6 chire nang loai bd hop c6 trong lwong khéng dat yéu ciu

Has the function of rejected the box has not passed the weight checking

Cé trang bi thung dwng san pham 16i trong subt, chéng va dap, chéng
bui.

Equipped with transparent defective product container, shockproof, dustproof...

C6 chlrc ndng do lwdng, phat hién, ghi nhan lai di liéu hop thiéu trong
lwong dé& phan tich va lam bao céo.

Has function measure, detect, record underweight box data for analysis and reporting.
D6 chinh xac : sai sé t6i da +0.1g dbi v&i hop dwdi 5009

Accuracy: maximum error +0.1g for cases under 500g

Tbc d6 kiém tra : it nhat 50 hop/phut

Testing speed: At least 50 boxes/minute

H6 tro’ xuat dir liéu hodc tich hop vao hé théng hién hiru

Support data export or integration into current system

B&o céo va lwu trir di¥ liéu theo thoi gian thwe d& phuc vu phan tich
Real-time data reporting and storage for analysis

C6 chirc néng kiém tra trong lwong tirng don vi san pham. D liéu dwoc
ddng bd v&i bo xtr ly trung tdm nham thu thap day da nhét trang thai
cta thanh pham trén bao cao 16 san xuét.

The system is able to check the weight of each product unit. The generated data will

be synchronized to the central data processing unit in order to collect the most
sufficient data of the manufactured products on the batch records.
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Tai cac vj tri phu hop can phai dwoc thiét ké nham gidm tac dong cla
cac yéu td ngoai lwc tv méi trwdng nhw gié, rung ddng, hoac tir con
ngw®i nham dam bdo dd chinh xac va tin cay ctia cdm bién.

At the appropriate position on the system, intentionallly designed to mitigate the impact
of external factors such as wind and earthquake, or even human errors in order to
ensure the accuracy and reliability of the sensor.

Thiét k& dé dang hiéu chuan va hiéu chinh (khi can).

Intentional design for easy calibration and adjustment (when necessary).

D6 chinh x&c: tuy vao théng s san phadm & muc 4, nha thau tinh toan
thiét ké sai s6 t6i da ctia bo kiém tra trong lwong phu hop cho tat ca san
pham, ké ca & diéu kién van hanh véi téc do téi da.

Accuracy/Tolerance: depending on the product specifications at the section 4, the
contractor must calculate to advise an appropriate maximum tolerance of the sensor
to cover the product specifications, even if operating at maximum speed.

Tbc d6 kiém tra: théng sb phu hop va van hanh déng bo véi toan bd hé
thdng.

Checking speed: appropriate speed with the designed system, also required to
synchronize to the entire system.

5.1.4. B6 dan tem
chéng hang gia
Anti-counterfeit
labelling

C6 chirc nang tw ddng dan tem chéng hang gid & 2 dau san pham (loai
tem v& phu hop)

Has the function of automatically applying anti-counterfeit stamps at both ends of the
product (suitable type of broken stamp)

C6 man hinh HMI (hién thj va cai dat thong sé van hanh).

Has HMI screen (displays and sets operating parameters).

Tbc d6 dan tem phai ddng bd véi tbc dd6 may

The labeling speed must be synchronized with the machine speed.

C6 chirc nang kiém tra chat lwong va hinh thirc tem dan

Has the function of checking the quality and appearance of the stamp.

Cé chirc nang béao 16i khi phat hién tem 15i

Has an error reporting function when detecting an error tamp

C6 chlrc nang kiém tra, phat hién, ghi nhan lai di liéu tem 16i d& phan
tich va lam bao cao.

Has function test, detect, record error stamp data for analysis and reporting.

H6 tro’ xuat dir liéu hodc tich hop vao hé théng hién hiru

Support data export or integration into current system

B&o céo va lwu trir di¥ liéu theo thoi gian thwe d& phuc vu phan tich
Real-time data reporting and storage for analysis

C6 chlrc nang kiém tra, phat hién, ghi nhan lai di liéu tem 16i d& phan
tich va lam bao cao.

Has function test, detect, record error stamp data for analysis and reporting.

43/53




Cong ty C6 phan Dwoc Hau Giang Mau/ Form: P13/F09-BI

DHG Pharmaceutical Joint-stock company

Lan ban hanh clia mau: 20

PHONG CO DIEN/ ME DEPT. Form’s version
Sb/ No.: ME/2025/01/URS/M431-01

Muc
Section

No6i dung stra doi
Content

C6 chirc ndng tw ddng dan tem chdng hang gid & dau ndp cai clia san
pham (cé thé dan tem & 1 ho&c 2 d4u nap cai tuy vao kiéu bao bi san
pham).

The system is able to automatically label the anti-counterfeiting seal at the tucking
flap(s) of the pack (it might be 1 or 2 ends of the pack just depending on the design of
pack).

Puoc thiét k& phu hop cho nhiéu loai tem dan (tem gidy v&, tem
decal,...) v&i nhiéu kiéu va kich thuwéc khac nhau (tem cé cat he hodc
khong c6 cét hor) — tham chiéu muc 4.

Intentionally designed for various label types (such as frangible seal, tape seal, etc.)
by various sizes and models (with hay without perforation) — refer to the section 4.
Kiéu cép tem: day ruy-bang chira tem chéng hang gia dwoc cp lién tuc
tir cudn chira tem (tham chiéu muc 4 vé chi tiét kich thwéc cudn tem).
Label supply: the labels will be continuously supplied on the ribbon that is coiled on a
spool (refer to the section 4 for specifications of the ribbon spool).

Cé6 chlrc ndng tw ddng dan tem chéng hang gia & 2 dau san pham.
Puoc thiét k& phu hop cho nhiéu loai tem dan (tem gidy v&, tem
decal,...) v&i nhiéu kiéu va kich thwéc khac nhau (tem c6 cat ho hodc
khéng cé céat ho).

The system is able to automatically label the anti-counterfeiting seal at both ends of
the product. Intentionally designed for various label types (such as frangible seal, tape
seal, etc.) by various sizes and models (with hay without perforation).

Tbc d6 dan tem phai ddng bd véi toan bd hé thdng.

The labeling speed must be synchronized with the overall system speed.

DPuoc thiét k& cho phép thay dbi vi tri dan tem dé phu hop véi cac kiéu
nap cai hop duwoc méd ta & muc 4.

Intentionally designed to adjust the labelling position as following the tucking styles of
the box samples provided at the section 4.

Thiét ké phai tinh dén kha nang diéu chinh va mé réng chlrc nang trong
twong lai trong trwdng hop thay dbi vat liéu, kiéu va kich c& cta tem
dan.

The design must take into account the compatibility of the system for future

upgradation or extension of this feature in case of changing the label’s material, model
and size.

515 Bd xu

trung tam
Central
processing unit

ly

data

5.1.2 B6 doc dir liéu / Data reader

Cé trang bi tay doc roi, st dung khi bd phan tw dong ciia may quét ma
co su cb.

Equipped with a separate reader, used when the automatic part of the barcode
scanner has a problem.

Kha nang doc duoc tat cd div liéu in tr may chinh hodc tay doc roi
nhanh chdng va chinh xac.

Ability to read all printed data from main machine or separate reader quickly and
accurately.
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Thiét bi tay doc r&i hoat déng 6n dinh, chéng va dap, chdng bui.

The detachable handheld device operates stably, is shockproof, dustproof, etc.

Tay doc roi cé thé két ndi qua USB, Bluetooth hodc Wi-Fi.

The detachable reader can connect via USB, Bluetooth or Wi-Fi.

C6 chirc néng loai bd hdp c6 chat lwong in khdng dat yéu cau

Has the function of rejecting the box has poor printing quality

C6 trang bi thung dwng san pham 16i trong suét, chdng va dap, chéng
bui.

Equipped with transparent defective product container, shockproof, dustproof...

Giai ma nhanh chéng cac loai ma vach phd bién, cé chirc nang kiém tra
tAt ca cac di liéu sau khi in.

Quickly decode popular barcodes, with the function of checking all data after printing.
Tbc dd quét dwdi 1 gidy/ma vach, dd chinh xac cao tbi thiéu 99%
Scanning speed under 1 second/barcode, high accuracy minimum 99%

Lwu co s& di¥ liéu riéng, doc 1ap, cé thé lién két véi hé thdng hién hiru
khi can

Host separate, independent databases that can be linked to existing systems as
needed.

Thei gian lwu di liéu it nhat phai da 1 nam sau khi hét han dung

Data storage time must at least 1 year after expiration date.

Tw dong bao cao khi két thuc 16, dworng dan kiém tra 16 s&n pham
Automatically reports when the batch is finished, product batch inspection path

D@ liéu in dwoc hién thj va cai dat trén HMI, xem trwdc khi may van
hanh.

Print data is displayed and set on HMI, previewed before machine operation.

Thiét bj c6 thé nhap dir lieu ma GTIN dwoc cung cip tv Chu s& hiru
gidy phép lwu hanh (theo ISO/IEC 15426-1 va theo ISO/IEC 15426-2)
va tw tao dwoc ma 2D code theo ISO/IEC 15426-1, 15426-2.

The device can import GTIN code data provided from Marketing Authorization Holder
(according to ISO/IEC 15426-1 and ISO/IEC 15426-2) and automatically generate 2D
code according to ISO/IEC 15426-1, 15426-2.

Chtrc ndng sao lwu di liéu khi xay ra sw cb khién hé théng dirng lai dot
ngot

Automated backup data in case of incident makes system suddenly stop

Chtrc nang xuét bao céo theo yéu cau: ma sbé da st dung, trang thai,
ma sb da thu hdi, ma sé gbc ban dau do Chii s& hivru gidy phép Iwu hanh
cung cap.

Function of printing reports on demand: used serial code, status, recollect serial code,
original code provided by Marketing Authorization Holder.

Phan mém twong thich v&i nhiéu hé diéu hanh, hd tro twong tac véi cac
pham mém thiét ké va c6 thé in tlr di¥ liéu di dong.

The software is compatible with many operating systems and supports interaction with
design software and can print from mobile data.
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5.1.5 BO xtr ly trung tam / Central data processing unit

Tich hop va ddng bé trén hé théng, két ndi téi tAt ca cac cum chive ndng,
c6 nhiém vu x& ly cac dir liéu dau vao va xuat div liéu diu ra dé diéu
khién cac co cAu chap hanh. Téc dd xt ly phai nhanh chéng, chinh xac
va 6n dinh.

Built-in and synchronized to the system that is communicating to all the crucial

components to process the input data then sending the control data to the actuators.
The processing speed must be quick, accurated and stable enough.

B6 xt ly trung tdm duoc thiét ké bao gébm cac cong két nbi chd san dé
phu hop cho yéu ciu nang cap hé théng trong twong lai.

The central data processing unit must be intentionally designed to include the available
connection ports for future upgradations of system.

Hé théng cam bién lién quan / Relevant sensing system

Tai céac giai doan quan trong cla quy trinh, yéu cau can tich hop cac
cam bién phu hop dé kiém tra tit ca thudc tinh ctia san phdm nhw (bao
gdm nhwng khéng gi¢i han) thdng tin truy van nguén gbc dwoc in, tem
chdng hang gia, trong lwong san pham.

At all the crucial stations of the system, it’s required to integrate the appropriate
sensing devices to inspect all the product’s aspects such as (included but not limited)

serialization data to be printed out, appearance of labelled tamper evident, product’s
weight.

Hé théng cdm bién hoat déng ddng bd véi hé thdng nham kiém soat
chét lwong san phAm mét cach chat ché va chinh xac.

The sensing system must be synchronized to the operation of the entire system to
closely and accurately control the product quality.

Péi véi div liéu dinh danh dwoc in, hé théng c6 hd tro bd quét div liéu
cam tay, dé dang st dung khi can (kiém tra va dbi chiéu di liéu in voi
dir liéu hé thdng, kiém soat qua trinh, 1dy mau,...). B6 quét di liéu cAm
tay hoat ddng 6n dinh, téc d6 dé doc nhanh chéng, chinh xac 100%,
chdng va dap, chéng bui.

For the printed serialization data, the system is required to support a detachable
handheld scanner, easy-to-use when necessary (e.g conciliation of provided data with
the printed data, in-process control and sampling). The handheld scanner must work

stably, rapidly read the code at 100% precision, and be equipped with shockproof and
dustproof properties.

Trong qua trinh san xuét lién tuc, néu hé thdng cdm bién phat hién 16i
lién tuc & 1 cum chirc nang chinh thi tw déng phat canh bao (coi hoac
dén), néu khdéng cé hanh déng ndo dwoc can thiép sau dé (theo mot
khodng thdi gian hodc chu ky nhét dinh) thi hé théng tw déng dirng lai
va théng bao 16i.

In the packing process, if the associated sensing system detects any error that
continuously happening at any crucial unit then launches the alert (sound or light),
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unless the interaction takes place (for a while or several cycles) then the system
automatically stops, and error messaged out.

Céc 16i van hanh phat sinh trong qua trinh san xuét, khi cac hanh dong
khac phuc da dwoc xac nhan théng qua hé thdng thi tw x6a 16i va tiép
tuc van hanh.

For those such malfunction or errors in process, until the interaction takes place then
confirm with the system, they will be reseted to continue the operation.

b)

B6 loai san pham 16i / Defective product rejector

Déi v&i san phadm khong dat tiéu chuan yéu cau phai dwoc loai bd khai
ludng quy trinh mét cach chinh xac. Céc loai 16i bao gdm nhwng khéng
gi&i han trong cac yéu cau dudi day:

For the products that are not met the required specifications, they must be accurately

rejected from the process flow. The target failures must be detected and rejected
including but not limited as below:

+ Ma in khéng dat chét lwong va/hoac khdong chinh xac va/hoac vi tri
in khdng ndm trong khung nhin kiém tra cGa cam bién;

Printed data not good and/or incorrect data and/or the printed data is not within
the verification field of the sensor’s view;

+ Tem chdng hang gid khéng dat cdm quan (bi nhan, gap nép hodc
rach tem) hoac khoéng chinh xac (khdng dung vi tri thiét 1ap, khéng
dung loai tem da dang ky);

Appearance of the anti-counterfeiting label is not good enough (wrinkled, creased
or torn) or unaccurately (incorrect position, unregistered label model);

+ Trong lwong san phdm vwot ngoai bién cho phép.

Product’s weight is out of acceptable range.

San pham 16i sau khi loai bé khdi ludng quy trinh phai dwoc bao quan

trong thung chtra chuyén biét.

The rejected products from the process flow must be kept in a dedicated box.

Lwu trir dir liéu / Data storage

D liéu san xuat dwoc lwu triv riéng biét, ddc 1ap, cé thé truyén tai vé co

s& di liéu trung tdm hién hiru va truy cap dwoc khi can.

Manufacturing data of batches must be separately and independently stored, allowed

to upload to the existing database and must be accessible if necessary.

Heé théng hd tro tinh nang tw dong lwu div liéu vé may ch.

The system is required to support automatically save data to server.

Hé thdng hé tro da dang héa phwong thire truy cap div liéu, va tat ca

cac phuwong thire truy cap, dir liéu déu théng nhat véi nhau.

The system is required to support the multiple access protocols, and all about the

protocols, the data must be consolidated.

B& nh& dap &ng yéu cau lwu gitr div liéu san xuét trong thoi gian it nhat

1 nam sau khi hét han dung.

The storage memory must satisfy the requirements for data’s lifetime at least 1 year

since the expiry date of product.
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d)

D lieu dwoc sao lwu tw dong va bao vé an toan ké ca khi co sw cb vé
an toan hé théng théng tin hodc mét ngudn.

The data must be automatically backup and protected even in case of information
system incident or power failures.

Giao dién va chirc nang van hanh / Interface and operating features
Giao dién dé dang st dung, c6 hd tro ngdn ngir tiéng Viét va/hodc tiéng
Anh dé gidm 16i thao tdc nhdm clia con ngudi.

Friendly interface with languages support in Vietnamese and/or English to mitigate the
human errors.

Tw dong bao céo khi két thuc 16 sén xuat, c6 hé tro chirc nang bao céo
16 dién tlr (chirc nang dy phong).

Automatically reports when finish the manufacturing batch; supporting with electronic
manufacturing records (backup feature).

Hé théng cho phép xem truwdc div liéu cai dat va div liéu in truwde khi van
hanh.

The system allows to preview the set up data and printing data before operating.

Tw ddng bao céo khi két thuc 16 sén xuat, c6 hé tro chirc nang bao céo
|6 dién t&r (chrc nang dy phong) twong rng véi giao dién ngdn ngilr cia
nguwoi dung.

Automatically reports when finished the manufacturing batch; supporting with
electronic manufacturing records (backup feature) as corresponded to the selected
language interface of the user.

Hb tro chirc nang két néi véi may in (chirc ndng dw phong) dé sir dung
khi can in di¥ liéu bao céo 16 san xuét.

Support to connect to a printer (backup feature) to print out the electronic batch record
when necessary.

Trang bi chirc nang két nbi va truyén tai div liéu tir xa dé& hé tro' két nbi
véi HUB dir liéu tai vang/qudc gia khac.

Connection and communication feature for remote data transferation to the oversea
HUB must be available on the system’s configuration.

Hé thdng hé tro' cdng cu hodc chirc nang kiém tra trwdc khi san xuét,
kiém soat qua trinh, 1dy mau, két thic 16 dé kiém soat dir liéu dinh danh
dwoc ma héa. Dir liéu kiém soat qua trinh hodc/va I4y mau hodc/va két
thic 16 c6 thé truy van dwoc trong di liéu 16 san xuét.

Supporting features or modes for challenge testing before production, in-process
control, sampling, batch/lot accomplishment with statistic data of serialized numbers.
The such data from in-process control and/or sampling and/or batch/lot
accomplishment is traceable in the manufacture data as well.

Hé théng hé tro nhap dir liéu ma GTIN dwoc cung cap tr Cha s& hivu
gidy phép lwu hanh (theo ISO/IEC 15426-1 va theo ISO/IEC 15426-2)
va c6 thé tv tao dwoc ma 2D code theo ISO/IEC 15426-1, 15426-2.
The system supports to import GTIN code data provided from Marketing Authorization

Holder (according to ISO/IEC 15426-1 and ISO/IEC 15426-2) and able to automatically
generate 2D code according to ISO/IEC 15426-1, 15426-2.
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Chlrc nang xuéat bao cao theo yéu cau: ma sb da s dung, trang thai,
ma sb da thu héi, ma sb gbc ban dau do Chi s& hiru gidy phép Iwu hanh
cung cap.

Custom export function of reports: used serial code, status, recalled serial code,
original code provided by Marketing Authorization Holder.

5.2 Hé thong may
tinh lién quan
(phdn mém van
hanh)

Related
Computerized
system (Operation
Software)

5.2 YEU CAU VE D¥ LIEU HE THONG / SYSTEM DATA REQUIREMENTS

>

Tw dong lwu di¥ liéu vé may chd

Automatically save data to server

Hop nhat dir liéu, va lwu div liéu dw phong

Consolidate data, and save backup data

S6 ngwdi dung khdng han ché, co phan quyén nguwdi dung (3 cap do:
nguwoi st dung, nhan vién bao tri, cp quan ly)

Unlimited number of users, with user authorization (3 levels: user, maintenance staff,
management level)

5.2 Hé thong may tinh lién quan (phan mém van hanh)

Related Computerized system (Operation Software)
Phan mém twong thich v&i nhiéu hé diéu hanh, hé tro twong tac véi cac
pham mém thiét ké (doc dwoc nhiéu loai t&p chira théng tin ma hoa di
liéu truy van ngudn gbc) va cé thé in tir di¥ liéu di dong.
The software is compatible with various operating systems, able to support to

communicate with external design softwares (to read various file types that were
encoded the serialization data) and printable from mobile data.

Yéu cau cung cap phan mém kém ban quyén s dung.

It's required a software with full license.

Céc phién ban cap nhat clia nha san xuét (ké ca cac ban va 16i, nang
cép) khéng dwoc phép tw ddng cap nhat trén phan mém khi chwa duoc
nguwdi dung cho phép.

Every single update version of the manufacturer (including the fixed up or upgradation)
is not allowed to automatically update on the software without permission of the user.

Phan mém dworc thiét ké nham dap rng yéu ciu bao mat tuyét dbi thong
qua cong cu kiém soat: viéc truy cap tlr xa cla nha thau phai duoc
nguw®i dung giam sat, quan ly chat ché, bat ky 1énh thuc thi thay déi nao
trén hé théng c6 lién quan dén hoat déng cla hé thdng hodc nhirng thay
dbi quan trong phai dwoc sy kiém duyét va cho phép cla ngwdi dung
m&i c6 thé ap dung.

The software is intentionally designed to satisfy the absolute security feature via
management tool: any remote access of the manufacturer must be closely observed
and managed by the user, any command for change on the crucial parts or any part of

the system that may impact on its operation, it must be reviewed and permitted by the
user before applying to the system.

S nguoi dung khéng han ché, cé phan quyén ngudi dung (bao gém 3
cap dd co ban: van hanh, giam sat, quan ly/bao tri).
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Unlimited user accounts with user authorization (covered at least 3 basic levels:
operator, suppervisor, admin/maintenance).

Phan mém dwoc thiét ké bao gébm kha nang mé roéng chd sén dé phu
hop cho yéu cau nang cap hé thdng trong twong lai.

The software must be intentionally designed to include the available extensions for
future upgradations of system.

6.3 Yéu cau vé
dién

Electrical
requirements

Lwot bd mot s6 y duwdi day do da dwa vao muc yéu cau dac biét:
Deleted several unnecessary requirements below due to duplication at the special
requirement sections:

Sau khi mét dién: may khéng dwoc tw déng chay ma phai duwoc khdi
dong lai b&i ngudi van hanh.
After power failure, Machine must not work automatically. It must be manually started.
Khi c6 sw cd méat dién: cac dir liéu van hanh cta may dwoc lwu lai va
c6 thé str dung khi co dién tré lai.
Whenever the power failure happens, the operation data of machine must be saved.
It can be used when power is back.
Néu hé théng/ thiét bi co chira hé théng may tinh, bao gém HMI & PLC
(Giao dién nguwdi va may & Bo diéu khién Logic co thé lap trinh dworc)
hodc mét may tinh cdng nghiép, can bao gém tbi thiéu cac hang muc
Sau:
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 :
+ Xac minh cac quyén truy cap dwoc phép trong hé théng.

Verify the authorised access allowed in the system.
+ Kiém tra cac bao dodng co trong hé thdng.

Testing the alarm in the system.

6.6 Yéu cau ve vé
sinh, bao tri, stra
chira

Requirements of
cleaning,
maintenance and
repair

X0 ly bé& mét cac chi tiét tiép xtc truc tiép véi sdn phadm: phai nhén bong
dé dé veé sinh.

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

V6 bao che: Thiét bj bao che phai dwoc lam bang inox 304 (hodc vat
liéu twong dwong).

Exterior coverage: the machine coverage should be made of SUS 304 (or equivalent
materials).

Khung may c6 két cu cirng virng, it rung ddng khi van hanh.

Machine frame would be steady structure with low vibration during the operation.
Céc bod phan chuyén déng phai duwoc bao che day di dé ddm bao an
toan va tranh tap nhiém.

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

Dé& vé sinh: May duoc thiét ké dé vé sinh & tat ca cac bé mat, thiét ké
sao cho dé dang kiém tra cac bé mat sau khi vé sinh.
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Easy to clean: Machine must be designed for easy cleaning of all surfaces as well as
visual checking of cleanness.

9

— Thiét ké phai tinh dén tiéu chi dé vé sinh.

The design should take the cleaning ability into account.

— Ca&c vi tri chuyén dong phai duwoc bao che day di bang vat liéu thich
hop.

The movement parts must be covered by the appropriate materials.

— Khung may cé két ciu clrng virng, it rung déng khi van hanh dé tranh
anh hudng dén d6 chinh xac ctia cac cdm bién d&c biét (néu co)
Machine frame would be steady structure with low vibration during the operation to
avoid adversely affect to the precision of the special sensor (if any).

6.7 Yéu cau ve
hiéu chuan
Requirement of
Calibration

B& sung thém noi dung/ Added more requirements:

— Nha thau cé trach nhiém cung cap day di théng tin kj thuat cta thiét bi
do lién quan duorc tich hop trén hé thdng.
The vendor takes responsibility to sufficiently provide the specifications of the relevant
measuring instrument that is built-in the system.

6.10 Yéu cau vé
nhan nhan dang
Requirements for
identification labels

B& sung ndi dung mé ta bang nhan dang thiét bj
Provided the image for the identification label for equipment

7.3. Piéu kién
nghiém thu /
Acceptance
conditions

7.3.1. Vé hd so: Nha san xuéat ban giao day du hé so theo dé xuét cla
cbng ty.

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

7.3.2. Vé thiét bi: Ban giao day du thiét bi kém theo, dé nghé va phu tung
thay thé dw phong.

7.3.2. Device: Handover all accessory, tools, spare parts.

7.3.3. V& van hanh:

7.3.3. Operation:

+ Thuwc hién kiém tra cac chirc ndng
Perform functional tests

+ Thuwc hién kiém tra hoat ddng in ma sé truy van trén bao bi réng cua
san pham c6 kich thwédc I&n nhat va nhd nhét.

Perform a check of the query code printing operation on the empty packaging of the
largest and smallest products.Result of all parameters passed.

+ Thuwc hién kiém tra hoat dong dan tem chéng hang gia trén bao bi réng
clia san pham c6 kich thuwéc I6n nhat va nhd nhat
Perform a check of the anti-counterfeit stamping operation on the empty packaging
of the largest and smallest products.

+ Thuwc hién kiém tra hoat déng bd kiém tra trong lwong véi san phadm
c6 kich thwédc I1&n nhat va nhé nhat. Két qua cac théng sé dat yéu cau.
Perform a check of the weight checker operation with the largest and smallest
products. Result of all parameters passed.
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+ Tham dinh dd 6n dinh ctia bd kiém tra trong lwong dbi véi tat ca san

9

pham trong thoi gian 1 16. Két qua cac thdng sb dat yéu cau.
Verify the stability of the weight checker for all products over a batch period. Result
of all parameters passed.

7.3.1 FAT

V& thiét bi: hoan thién ché tao, |1ap déat, sén sang dé van hanh.

For equipment: completed the fabrication, assembly and installation, be ready for test
runs.

DPap ng van hanh v&i pham vi téi thiéu 1 16 khao sat cho méi s&n pham
muc tiéu (san phadm muc tiéu sé do DHG chi dinh):

Satisfies the operation requirements at least 1 pilot batch for testing with target
products (to be appointed by DHG):

Céc chirc nang van hanh tbng quat dung véi yéu cau cia URS;

Overall operating features must satisfy the URS;

Théng tin in rd nét, chinh xac, cé thé truy xuat dwoc, chat lwong ban in
on dinh;

Printed data must be clear, accurated, traceable, stabl printing quality;

Vi tri thiét bi cé thé dan tem phu hop v&i théng sé ctia sdn phdm muc
tiu;

The labelling position must be correct as depiction of the target product;

Hé thdéng kiém tra c6 thé phat hién va loai bd chinh xac san pham 16i
(cac 16i quan trong va dién hinh dwoc mé td & muc 5).

The verification system is able to detect then accurately reject the defective product
(the typical and crucial failures must be rejected as described in the section 5).

B& kiém tra trong lwong hoat ddng dung va chinh xac véi cac théng sb
da duoc phé duyét.

The product weight checker properly and accurately works as per approved
specifications.

Tdc d6 may dap &rng nang suét yéu ciu, hoat ddng 6n dinh, ti 1& sai |6i
0% (100% s6 lwgng chinh phdm phai thda man yéu cau chap nhan cla
chinh pham).

The overall speed of the entire system satisfies the requirements about productivity
outcome, stably operates with failure rating is 0% (it means 100% of accepted products
must be correct and acceptable).

Hé thédng may tinh va hé théng di¥ liéu dap rng day du cac thudce tinh
yé&u cau nhw mé ta tai muc 5.

The properties and features of computerized system and data system must sufficiently
satisfy all the elements/aspect as described in section 5.

7.3.2. SAT

Vé hd so: Nha san xuét ban giao day du hé so theo yéu ciu nhw muc
8.

Document: Supplier must provide all the required document as section 8.
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Vé thiét bi/ Equipment:

Ban giao day da thiét bi kém theo, d6 nghé va phu tung thay thé dw
phong.

Handover all accessories, tools and spare parts.

Hiéu chuan thiét bi do tai noi 13p dat véi két qua dat.

Successfully calibrate the required measuring instruments at site.

DPap ng van hanh v&i pham vi téi thiéu 1 16 khao sat cho méi s&n pham
muc tiéu (san phadm muc tiéu sé do DHG chi dinh):

Satisfies the operation requirements at least 1 pilot batch for testing with target
products (to be appointed by DHG):

Cac chirc nang van hanh tbng quat ding véi yéu ciu cta URS;

Overall operating features must satisfy the URS;

Théng tin in rd nét, chinh xac, cé thé truy xuat dwoc, chat lwong ban in
on dinh;

Printed data must be clear, accurated, traceable, stable printing quality;

Vi tri thiét bi c6 thé dan tem phu hop véi théng sb ctia sdn phdm muc
tiéu;

The labelling position must be correct as depiction of the target product;

Hé thdéng kiém tra c6 thé phat hién va loai bd chinh xac san pham 16i
(cac 16i quan trong va dién hinh dwoc mé td & muc 5).

The verification system is able to detect then accurately reject the defective product
(the typical and crucial failures must be rejected as described in the section 5).

B& kiém tra trong lwong hoat ddng dung va chinh xac véi cac théng sé
da duoc phé duyét.

The product weight checker properly and accurately works as per approved
specifications.

Tdc d6 may dap &rng nang suét yéu ciu, hoat ddng 6n dinh, ti 1& sai |6i
0% (100% s6 lwgng chinh phdm phai thda man yéu cau chap nhan cla
chinh pham).

The overall speed of the entire system satisfies the requirements about productivity
outcome, stably operates with failure rating is 0% (it means 100% of accepted products
must be correct and acceptable).

Hé thédng may tinh va hé théng di¥ liéu dap rng day du cac thudce tinh
yé&u cau nhw mé ta tai muc 5.

The properties and features of computerized system and data system must sufficiently
satisfy all the elements/aspect as described in section 5.

Heé théng két ndi va van hanh n dinh khi két ndi véi hé théng co sé di
liéu hién hiru tai noi lap dat.

The system can stably communicate and operate when connected to the existing
database at site.
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