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~ PART I - RESULTS OF BUSINESS & PRODUCTION ACTIVITIES IN 2023

I. Két qua hoat ddng kinh doanh nam 2023:

1. Doanh thu va lgi nhuin nam 2023:

Doanh Thu Ty 1é dat so véi ké
(VND) hoach nam
Doanh thu thuan 576.137.923.417 113,41%
Lei nhudn 95.044.699.779 148,04%
1. Business performance results in 2023:
1. Revenue and profit in 2023:
HRmnie Achieving rate
(R compared to yearly plan
Net revenue 576,137,923,417 113.41%
Profit 95,044,699,779 148.04%

2. Panh gia chung:

Nam 2023, nén kinh té& toan cau d& cé dau hiéu hdi phuc, tuy nhién, céc chi phi vé nguyén vat
liéu, chi phi ndng lugng, chi phi van ti van ding & mirc gia twong ddi cao. Dudi si nd lyc cla
toan thé CBCNV céng ty da dat dugc mot s6 két qua nhat dinh nhu sau:

1. DOGi véi sdn xudt: D3 ddm bao duoc k& hoach san xut, san lugng theo nhu ciu kinh
doanh cla céc kénh bén, d3c biét la mang xuat khau véi san lugng ting vuot trdi so
v@i cdc nam trude day.

2. DGivai kinh doanh: Ndm 2023, Céng ty da dat dugc doanh s8 1&n nht trong lich st
phat trién tai hiu hét cdc kénh ban. Dén hién tai day la doanh s6 ky luc vé sy ting
trwdng cta kénh dau thau bénh vién va xuat khau.

e Kénh xudt khdu ndm 2023 ¢ su ting trudng vuot troi vé doanh s6 ban hang,
do Ban diéu hanh Cong ty d& c6 chinh siach ban hang hop Iy va sw nd luc cla
déi tac nudc ngoai.

* Kénh dau thau bénh vién trong ndm 2023, hé théng kinh doanh d3 day manh
viéc thiyre hién cac géi thau da tring. Cling nhu két qua tring thau tai cac dia
ban, bénh vién c6 két qua t6t hon so vai céc gdi thau cii. Ngoai ra, dau ndm
2023, Cyc Quan ly Dugc Viét Nam (QLD) chinh thirc cdng nhan tiéu chuan ky
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thuat GMP-EU cho cédc day chuyén thudc vién, thudc nwéc khdng vo triing. Hé
thdng kinh doanh kénh ETC cla Céng ty d3 trién khai d4u th3u tai nhém 2 GMP-
EU trén kénh dau thau thudc quéc gia. Viéc nay gilip m& rong nhém san phim
kinh doanh, ciing nhu gép mét phan doanh s6 vao viéc tang trudng doanh thu
kénh ETC trong ndm 2023.

2. General assessment:

In 2023, the global economy has shown signs of recovery, however, raw material costs, energy
costs, and transportation costs still stand at relatively high prices. Thanks to the efforts of all
employees, the company has achieved certain results as follows:

1. For production: Production plans and output have been ensured according to the
business needs of sales channels, especially the export segment with outstanding
increase in output compared to previous years.

2. For business: In 2023, the Company achieved the largest sales in its development
history in most sales channels. To date, this is a record sales growth in hospital bidding
and export channels.

* The export channel in 2023 will have outstanding growth in sales, due to the
Company's Executive Board having a reasonable sales policy and the efforts of
foreign partners.

® In 2023, the hospital bidding channel witnessed a robust implementation of chosen
contracts by the business system. Similar to the bidding results in various regions,
hospitals showed better outcomes compared to previous contract packages.
Additionally, at the beginning of 2023, the Vietnam Drug Administration (VDA)
officially recognized the GMP-EU technical standards for tablet and aseptic liquid
medicine production lines. The company's ETC business channel successfully
participated in the bidding for Group 2 GMP-EU standards in the national drug
procurement channel. This endeavor contributes to expanding the product
portfolio and plays a part in boosting the revenue growth of the ETC channel in
2023.

3. D&i vdi hé théng chit lwgng, trong ndm qua d3 dam bao duoc chat Iwgng san phdm
ddu ra, cling nhu dam bao trong qua trinh san xudt thyc hién theo ding quy dinh.
Trong ndm 2023, hé théng chat lwvgng d3 thyc hién céc cong tac kiém tra, ra soat dé
phuc vy viéc tai cdp GMP-WHO tai nha may Déng Dugc va GMP Nga tai nha may tan
dugc.

4. BQ phan nghién ctru (Trung tam RD) chudn bj kip thdi cac hd so dang ky san phdm mai;
thay d6i/ chinh sira/ gia han cac hd so hién hanh dé dép trng véi quy dinh clia Bo y té,
Cuc quan ly Dugc. Trong ndm 2023, Cong ty da dugc cap gidy phép lvu hanh clia 7 san
phdm mai. S8 lwgng hd so ding ky sdn phdm méi dang doi Cuc QLD cap phép la 30
san pham, trong dé c6 09 san phdm ndp m&i ndm 2023.
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3. Regarding the quality system, over the past year, the output product quality has been

ensured, and production processes have been carried out in accordance with

regulations. In 2023, the quality system conducted inspections and reviews to support
the re-certification of GMP-WHO at the Dong Duoc plant and GMP Russia at the Tan

Duoc plant.
4. The Research and Development department (RD Center) timely prepared

documentation for the registration of new products; modified/updated/extended

existing records to comply with the regulations of the Ministry of Health and the Drug

Administration. In 2023, the company obtained circulation licenses for 7 new products.

The number of pending registrations awaiting approval from the Drug Administration

is 30 products, including 09 new submissions in 2023.

1. Két qua hoat ddng clia cac bo phian ndm 2023:

1. B4 phén san xuét va ké& hoach san xuat:

1.1. Két qua thyc hién k& hoach san xuét trong ndm 2023:

D&y chuyén San PpVvT KH 2023 Nhép kho Nhép kho %/KH % CK
xuét 2023 2022
Chuy&n 1-NM1 dvpl 549.295.000 | 522.003.214 | 484.069.689 | 95,03% 107,84%
Chuy&n 2-NM1 dvpl 58.751.000 53.199.020 51.267.557 | 90,55% 103,77%
Nha may 2
*Thanh phim dvpl 108.810.000 | 104.062.393 96.201.003 | 95,64% 108,17%
*Bao bi (vi) Cai 1.309.528 1.252.109 1.324.564 | 95,61% 94,5%
Téng TP dvpl 552.846.614 632.880.241 632.880.241 | 114,48% 109,4%
1l. The results of the departmental activities in 2023:
1. Manufacturing and Production Planning Departments:
1.1. Results of implementing the production plan in 2023:
Production lines | Unit | Planin 2023 | Warehoused | Warehoused | %/plan | %/same period
in 2023 in 2022 (compared to
last year)
Line 1-NM1 dvpl 548.295.000 | 522.003.214 | 484.069.689 | 95,03% 107,84%
Line 2-NM1 dvpl 58.751.000 53.199.020 51.267.557 | 90,55% 103,77%




Production lines | Unit | Planin 2023 | Warehoused | Warehoused | %/plan | %/same period
in 2023 in 2022 (compared to
last year)

Factory 2
* Py | 108.810.000 | 104.062.393 :

Finished | dvp 96.201.003 95,64% 108,17%
Product
i Packaging | Cdi 1.309.528 1.252.109 1.324.564 | 95,61%
(Blister)
Total Finished dvpl 552.846.614 | 632.880.241 | 632.880.241 | 114,48% 109,4%
Product

1.2. Thoi gian lao dong va nhan sy lao déng:

T6ng s6 lao dong tai cac nha may tinh dén 31/12/2023 I3 119 ngui. Trong do, chuyén
1-NM1: 43 nguoi; Chuyén 2-NM1: 55 ngudi; NM2: 21 ngudi. So véi ddu nim 2023, s6
lwgng cdng nhan lao déng tryc ti&p khdng cé nhidu bién dong.

Dé dap tng kip thoi nhu cau hang héa cho kinh doanh, cic chuygn san xust d3 té chirc
lam thém gio tuy tinh hinh san xudt thyc t& tai méi thoi diém. Khi can thiét thi tuyén
thém lao déng thoi vu.

Trong n@m 2023, cong viéc dugc sap xép hgp 1y, viéc digu chuyén nhan su giira céc t6,
déy chuyén san xuét dugc s3p x&p thuan Ii, d3m bao t4t ca cac nhan vién déu cd vidc
lam 6n dinh, nhitng t6 can ngudi tdng cudng phuc vy kip thoi hang héa duoc giai
quyét nhanh chéng, phu hop.

Nha may d& b tri cho ngudi lao dong tham gia day da cac budi dao tao vé GMP, cic
SOP va dao tao ve vé sinh ATLD, PCCN theo lich clia Cong ty.

Nha may chd trong dén viéc dao tao cong viéc thyc té& tai vi tri san xuat, dao tao van
hanh thiét bj cho nhan vién dadm bao tét ca cac vi tri d8u ¢ nhan vién da duoc dao

tao thay thé khi cac nhan vién khac cé nhu ciu nghi viéc.

1.2. Labor Time and Workforce:

The total number of employees at the computer factories as of December 31, 2023, is
119 people. This includes Line 1-NM1: 43 people; Line 2-NM1: 55 people; NM2: 21
people. Compared to the beginning of 2023, the number of directly employed workers
has not changed significantly.
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To promptly meet the demand for goods for business, production lines have organized
overtime based on the actual production situation at each point in time. Additional
temporary workers are recruited when necessary.

In 2023, work has been reasonably arranged, and the transfer of personnel between
teams and production lines is smoothly organized, ensuring all employees have stable
employment. Teams needing additional personnel to serve the timely delivery of goods
are promptly addressed and matched appropriately.

The factory has scheduled employees to participate in complete training sessions on
GMP, SOPs, and occupational hygiene, and occupational safety and health, according
to the company's schedule.

The factory emphasizes practical job training in production positions, providing
equipment operation training for employees, ensuring that all positions have trained

personnel to replace others when they have the need to leave their jobs.

1.3. Vat tw va cung (rng:

Phong ké& hoach san xuat (KHSX) da ch( déng can ddi dai hoi vat tu san xudt ddi voi
cdc mgt hang chién lugc, cd khéi lugng tiéu thu 8n dinh nhdm dam bao cung dng kip
thoi hang héa cho thj truong.

Viéc can déi vat tw dya trén k& hoach kinh doanh thang, quy, ndm va dy doan tinh
hinh thyrc té thi trudng sao cho gidm tai kho nhung van dat dwoc hidu qua va tinh sin
sang trong san xuét.

Trong ndam 2023, sy khéng phu hop clia bao bi, vat tu da dugc cai thién so véi muc
tiéu deé ra. Tuy nhién mét s8 16i bao bi, nguyén vat liéu khéng dat van con xay ra. Nha
cung trng ciing dd c6 cdc bién phap khac phuc kip thei tranh viéc gian doan lau trong
qua trinh san xuit.

Tinh trang dirt gdy hang hda do nha cung (ng van xay ra anh huéng dén dén tién dé
san xuat va thoi gian giao hang cho khach. Dé khic phuyc tinh trang trén, phong K&
hoach san xudt da chl déng tim ki€ém ding ky b sung cac ngudn nguyén vat liéu mdi.
Hoat ddng cung (rng, diéu do san xuét phdi hgp hé trg nhip nhang nhim duy tri hoat
ddng ca 2 nha mdy lién tuc, khdng cd tinh trang chd viéc & nhitng thei diém nhu cau
thj trwdng thap va san sang ting ca dép (ng cac don hang khi nhu ciu thi trwdng ting

Cao.

1.3. Materials and Purchasing:

The Purchasing Department (PD) has proactively managed the long-term balance of
production materials for strategic items, with stable consumption volumes to ensure
timely supply of goods to the market.




Material balancing is based on monthly, quarterly, and annual business plans,
considering predictions of actual market conditions to reduce inventory burden while
maintaining efficiency and readiness in production.

In 2023, the inadequacy of packaging and materials has improved compared to the set
targets. However, some packaging and raw material defects still occur. Suppliers have
implemented timely measures to address disruptions and avoid prolonged
interruptions in the production process.

Instances of product shortage due to supplier issues continue to affect production
schedules and delivery times for customers. To address this situation, the Purchasing
Department has actively sought additional registrations for new sources of raw
materials.

Purchasing activities and production coordination are smoothly synchronized to
maintain continuous operations in both factories, avoiding idle times during periods of

low market demand, and being ready for overtime to meet increased market demands.

1.4. Chét lwgng sdn pham va nha xwéng, thiét bi:

Tinh hinh chat lvgng san phdm san xuét trong ndm 6n dinh, 100% cac 16 thanh phdm
déu dugc kiém tra, danh gia chat lugng, dam bao dat chuin trudc khi cho phép xuat
xuang.

Trong qua trinh kiém tra chét lugng d3u vao, qua trinh san xut, hé théng chit luvong
két hop voi hé thdng san xudt d3 kip thoi phat hién ngi dung khéng phu hop lién quan
dén chét lugng san phdm, da xem xét dua ra cac hudng gidi quyét phi hgp nhdm dam
bao kiém soat t8t chat lwgng san pham.

Hé théng chét lwgng cong ty duy tri 4p dung tiéu chudn chit lwong theo GMP - WHO
cho céc day chuyén san xuét trong nudc, tiéu chudn GMP cho céc thj trudng Nga,
Belarus, Ukraine va tiéu chudn GMP — EU ( dugc cdp bdi co quan quan Iy duoc Bulgary)
Thang 12.2023, HTCL d3 lam hb so va d3 bao vé thanh cdng GMP — EAEC dwoc thanh
tra bdi co quan quan ly duoc Nga.

1.4. Product Quality and Factory, Equipment:

The product quality situation has remained stable throughout the year, with 100% of
finished batches being inspected and quality assessed to meet standards before
allowing them to leave the workshop.

During the inspection of input quality, production processes, the quality system,
combined with the production system, promptly identified any inconsistencies related
to product quality. Appropriate solutions were reviewed to ensure effective control of
product quality.

IPREVEY ALY
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The company's quality system continues to apply quality standards according to GMP-
WHO for domestic production lines, GMP standards for the Russian, Belarusian,
Ukrainian markets, and GMP-EU standards (issued by the Bulgarian drug regulatory
authority).

In December 2023, Quality system compiled and successfully defended the GMP-EAEC
dossier, which was inspected by the Russian drug regulatory authority.

2. Hoat ddng nghién ctru phat trién:

Nghién cttu va trién khai san phdm mdi: Téng s6 san phdm hoan thanh nghién ctru bao
ché va chuyén sang déng ky ndm 2023 |13 15 san pham (Trong dé: thuéc tén dugc 15
san phdm); Hoan thanh thdm do xong céng thirc va/hodc theo ddi dd &n dinh 1a 15
san phdm (Trong dé thuéc 15 sdn phém, thy'c phdm béo vé sirc khde khéng cd). Thdm
dinh qui trinh phan tich dé dang ky |a 18 san pham, b6 sung & tham dinh tiéu chuin
co s& theo cong vén gbp y dang ky 1a 10 sdn pham, Trién khai sin xuat md&i 09 san
pham (thudc tiém Danisetron, siro desloratadin, siro Zinsol, Danapha-Rabe, Ibuprofen
400mg, Danapha-Rosu 20mg, Cosaten 4mg, Citalopram 10mg, Daphazyl)

Trung tdm R&D duy tri viéc theo ddi va cai ti€n cac san phdm gép s c8 hoic quy trinh
chua 6n dinh. Cai tién cdng thirc d8i véi 10 san pham dang san xuat luu hanh.

Hoan thanh thir nghiém twong duong cho 4 san phdm dang ky tai thi truong EAEU,
trong d6 03 san pham d3 dat twong duong, 01 san phdm can phai cai tién thém dé
thir lai ndm 2024.

Hoan thanh viéc nghién ctru thay d6i ngudn nguyén vat liéu, ta dugc theo yéu ciu cla
cong ty. Lap h6 so bao cdo thay d8i ddng ky 1én Cuc Quan ly dugc va trién khai ap dung
trong san xuét.

Déng ky: Bugc cap téng cong: 7 s8 déng ky dugc cdp mdi, 36 s6 dang ky dugc gia han,
2 56 c6ng bé m§ pham, 90 thudc dugc cdp duy tri hidu lyc s8 dang ky, 48 hd so thay
ddi b6 sung dugc phé duyét. Trong ndm 2023, da ndp 10 hd so déng ky mai, 75 hd so

thay d&i b sung cac loai.

2. Research and Development Activities:

Research and development of new products: The total number of products completing
formulation research and moving to registration in 2023 is 15 products (including 15
new drug formulations); Completed exploratory formula testing and/or stability
monitoring for 15 products (including 15 drugs, no health food). Process analysis for
registration approval was done for 18 products, additional and amended standards
based on registration suggestions amounted to 10 products, and the introduction of 9

new products for production (Danisetron injection, Desloratadine syrup, Zinsol syrup,




Danapha-Rabe, Ibuprofen 400mg, Danapha-Rosu 20mg, Cosaten 4mg, Citalopram
10mg, Daphazyl).

* The R&D center continues to monitor and improve products facing issues or unstable
processes. Formulation improvements were made for 10 products currently in
circulation.

* Equivalent testing was completed for 4 products registered in the EAEU market, with
03 products meeting the equivalent standards, and 01 product requiring further
improvement to be retested in 2024.

* Research on changing raw material sources and excipients as per the company's
requirements was completed. Documentation reporting registration changes was
submitted to the Drug Administration, and implementation in production has been
carried out.

* Registrations: A total of 7 new registrations were granted, 36 registrations were
renewed, 2 cosmetics declarations, 90 drug registrations were maintained, and 48
supplementary change applications were approved. In 2023, 10 new registration
applications were submitted, along with 75 supplementary change applications for
various types.

3. Hoat dong quan ly chit lwgng:

3.1. Céng tac xay dyng va duy tri hoat ddng kiém soat chat lwgng dé dap (rng céc tiéu chuan
GPs:

Trong ndm 2023 hé théng chat lwgng cong ty ludn duy tri t8t hoat déng hé théng, dam bao
chét lvgng nguyén vat lidu ddu vao dat chuin, kiém tra loai bd céc nguyén vat liéu khéng dam
bao yéu cau, dam bao chat lwgng thanh phadm d3u ra d&n tay ngudi dung an toan, hidu qua.
3. Quality Management Activities:

3.1. Developing and Maintaining Quality Control Activities to Meet GPs Standards:
Throughout 2023, the company's quality management system consistently maintained
effective operations, ensuring that the input materials met the required standards. The
system conducted checks to eliminate materials that did not meet the requirements,
guaranteeing the safety and efficiency of the final products delivered to consumers.

3.1.1 Céng tdc kiém tra, cdp ching nhén thuc hanh tét GPs:

Céng ty van duy tri hé thdng quan Iy chat lwgng, san xust theo tiéu chudn GMP, d3 bao vé
thanh céng céc dot kiém tra GPs trong nam:

3.1.1 Quality Inspection and Certification of Good Manufacturing Practices GPs
Implementation:

oW LAY YEBR
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The company continues to uphold its quality management system and manufacturing
processes according to GMP standards, successfully passing GPs inspections throughout the
year.

STT Thoi Loai GMP Day chuyén/ San pham dwoc Co quan kiém tra
gian cong nhan

1 Théang GMP - WHO Nha mdy san xuat thudc dugc | Cuc Quan ly Dugc Viét Nam

07/2023 liéu, thudc cé truyén
2 | Théng GMP - EAEU - Cac san pham day chuyén san | Co quan quan ly Dugc Nga
12/2023 xuat thudc vién, bot udng.

- Céc san pham day chuyén cao,
dau xoa, 6ng hit.

- Cac san pham day chuyén nho
mdi, xit mi, xjt hong.

- Hoat dong kiém tra chat luvgng
thuéc Dugc lidu ( Tadimax,

Lotosonic)
3 | Thang GDP Hoat ddng phan phéi thudc. S&y té TP Pa Nang
3/2023
No. Time GMP type Recognized production Inspection agency.
line/product
1 July 2023 | GMP - WHO Pharmaceutical Herbal Drug  Administration of
Medicine and Traditional Vietnam
Medicine Manufacturing Plant
2 December | GMP - EAEU - Products from the tablet Drug regulatory authority of
2023 production line, oral powder. Russia

Products from the high
conveyor line, massage oils,

and inhalers.

Products from the small nozzle

line, nasal sprays, throat

sprays.
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Quality testing activities for
Herbal Medicine products
(Tadimax, Lotosonic).

March GDP
2023

Distribution of

pharmaceuticals.

Danang City’s Health
Department

3.1.2 Céng tdc kiém tra cdc hoat déng quadn ly chét luwgng khdc:

Ngoai cac dot thanh tra GPs, cdng ty con dugc cic co quan quan Iy thanh tra, kiém tra cac
hoat dong quan ly chat lvgng khéc dwoc téng hop nhu sau
3.1.2 Quality management activities inspection:

In addition to the periodic inspections of GPs, the company is also subject to inspections by

regulatory agencies to assess and examine other quality management activities, summarized

as follows.
STT Thei gian Ni dung thanh kiém tra Co quan kiém tra
1 | Thang 05/2023 | Hau kiém co s& du digu kién san S&y té TP Pa Nang
xuat TBYT
2 | Thang07/2023 | Thanh tra vé an toan thyc phdm Ban quan Iy ATTP- UBND
Thanh phé Da Nang
3 | Théngl0/2023 | Quan ly Trang Thiét bj Y té& Cuc Co s& Ha Tang va
trang thiét bj Y té
No. Time Content of Inspection Inspection agency
1 May 2023 Post-inspection of facilities meeting | Health Department of
the requirements for medical Danang city
equipment production.
2 | June 2023 Food safety inspection Food Safety
Management Board -
People's Committee of
Da Nang City
3 October 2023 Management of Medical Agency of Infrastructure
Equipment Facilities and Medical Equipment

11
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K&t qua cac dot thanh kiém tra : céng ty d3 dugc cac doan thanh kiém tra danh gia tuan thi
t6t, khéng co sai pham ndo 16n trong céc hoat ddng san xuat, kinh doanh céc san pham lién
quan.

Results of inspection rounds: The company has been assessed by inspection teams to have
demonstrated good compliance, with no significant violations found in its production and
business activities related to the relevant products.

3.2. Hoat dong danh gia nha cung t*ng va nhap kho nguyén vat liéu:

3.2.1. Hoat dgng danh gia nha cung (rng:

o Nam 2023 cong ty da danh gid céc nha cung &rng theo dinh ky va dénh gia bé sung :
Dénh gia cac nha san xuat nguyén vat liéu/nha cung (rng, dua vao danh sich dugc phé
duyét cac nha cung rng/ nha san xuat dat yéu cau.

o Hé thdng chét luvgng cong ty duy tri viéc kiém tra va dénh gia lai chat lwvgng nguyén
vat liéu, cdc nha cung trng dugc phé duyét. Chap nhan nguyén vat liéu va nha cung
(rng dat chat lugng, loai bd cac nguyén vat liéu va nha cung (rng khong dap (rng yéu
cau chét lvgng.

3.2. Suppliers Evaluation and Warehouse Receiving Activities of Raw Materials:
3.2.1. Supplier Evaluation Activities:
e In 2023, the company conducted periodic evaluations and additional assessments of

suppliers: Assessing manufacturers of raw materials/suppliers and compiling an
approved list of suppliers/manufacturers meeting the requirements.

e The company's quality system maintains the ongoing inspection and reassessment of
the quality of raw materials from approved suppliers. Accepting materials and
suppliers that meet quality standards, while eliminating materials and suppliers that
do not meet quality requirements.

3.2.2. Hoat ddng quan ly nhdp nguyén vt liéu:
e T4t ca céc nguyén vat liéu nhap kho déu dugc kiém tra chat lwgng theo tiéu chuin
chat lwvong da dang ky va ban hanh.
e Trong qud trinh kiém tra, cic nguyén vat liéu dat tiéu chuan s& duwoc HTCL chap nhan
nhdp kho dua vao san xuat, khéng cho phép nhép cac nguyén vat liéu khéng dat tiéu

chuén trén.
3.2.2. Warehouse Receiving Management Activities of Raw Materials:

e Allincoming raw materials are quality-checked according to the registered and issued
quality standards.

e During the inspection process, materials meeting the standards will be accepted into
inventory for production by the Quality Control Department, and materials not
meeting the standards will not be allowed into inventory.

3.3. HO tro’ cOng tac td chirc sdn xuat:
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Céc b phan clGa hé théng chat lugng van theo sat tién do san xuat dé gidm sat dam
bao chat luvgng va gidi quyét céc van d@é phat sinh. .

Trong nam, hé théng chét lwgng da thyc hién cac nhiém vy chuyén mén (Tir viéc ban
hanh quy trinh sdn xudt, qudn ly nhap vét tw, duyét lénh, trién khai sén xudt, kiém tra,
ki€ém sodt trong qud trinh sén xu@t, gidi quyét cdc sy ¢ phdt sinh, cdc diém sai léch,...)
dam bao qua trinh san xuat nhap kho cac céc 16 san pham véi s8 lvong cu thé nhu sau:

STT Chuan loai S8 lwgng 16 san xuit Téng s6
Thudc 2.444 2.470 16 san pham duwoc
Thie phdm BVSK 6 san xudt trong ndm
M§ pham 20

3.3. Support for Organizing Production Activities:

The quality system's departments closely monitor the production progress to oversee
quality assurance and address any arising issues.

Throughout the year, the quality system has carried out specialized tasks (including
issuing production procedures, managing raw material intake, approving orders,
implementing production, conducting inspections, controlling the production process,
resolving issues, addressing deviations, etc.) to ensure the production and inventory
intake of specific product batches as follows:

Quantity of production Total
No. Type
batches
Pharmaceuticals 2.444 2.470 quantity of
Supplemental Foods 6 production batches
produced in the year
Cosmetics 20

3.4. Cong tac kiém tra, dénh gia chat lwgng san phdm n3m 2023:

100% thanh phdm san xu3t tai céng ty ndm 2023 dugc kiém tra chat lwgng theo tiéu
chudn d3 dang ky, két qua kiém tra 100% dat yéu ciu.

100% nguyén vat liéu khi nhap kho déu duoc 1y mau, kiém tra theo tiéu chuin d3
dang ky.

Trong ndm 2023, san phdm cdng ty khi lru hanh trén thj trudng dugc nhidu co quan
quan ly ( cac trung tdm kiém nghiém céc tinh, thanh phé, cac vién kiém nghiém) 13y
mau dé kiém tra chat lugng. Phong KTCL céng ty cé nhan théng tin va viéc d& nghi gdi
Tiéu chudn tir 16 co quan kiém nghiém trén toan qudc vdi tdng s6 35 lugt 18y miu -
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trén 29 san pham. K&t qua kiém tra tat ca cac mau déu dat tiéu chuin chat lugng da
dang ky.
3.4. Product Quality Inspection and Evaluation Activities in 2023:

* 100% of the finished products manufactured by the company in 2023 were quality-
checked according to the registered standards, and all inspections yielded satisfactory
results.

e All incoming raw materials in 2023 were sampled and tested according to the
registered standards.

* Throughout 2023, various regulatory bodies (testing centers in provinces, cities, testing
institutes) sampled the company's products circulating in the market for quality
checks. The company's Quality Control Department received information about
standard requests from 16 testing agencies nationwide, totaling 35 sampling instances
across 29 products. The results of all the samples met the registered quality standards.

3.5. Hoat ddng thu hdi sdn pham:
Trong nam 2023 cdng ty khéng cé san phdm nao bj thu hdi bat budc tir yéu cau cha co quan

quan ly chét lvgng nha nuéc.

3.5. Products Recall Status:

In 2023, the company did not have any products subject to mandatory recall by the state
quality management authorities.

4. Hoat dong dau tu:

4.1. Pai véi mdy méc thiét bj:

Trong ndm 2022, 2023 cong ty da thyrc hién dau tw mdt s6 may moc thiét bj san xuit va nghién
ctru tai Nha may Céng nghé cao. Hién tai, cac thiét bj nay dang trong qua trinh chuin bj di vao
van hanh tai nha may OSD. Riéng d6i voi cac thiét bi dau tw cho trung tdm nghién ciru (R&D)

du kién s& di vao slr dung vao cudi ndm 2024.

4. Investment Activities:

4.1. Regarding machinery and equipment:

n 2022 and 2023, the company invested in various production and research machinery and
equipment at the High-Tech Factory. Currently, these devices are in the preparation phase for
operation at the OSD factory. Specifically, the equipment intended for the Research and
Development (R&D) center is expected to be operational by the end of 2024."

4.2, P6i véi dau tw xdy dyng co ban:

e Thicong cai tao, chdng tham, sira chita Chi nhanh Can Tho véi kinh phi 128.810.000 d

e Thi cong cai tao, chdng thdm, slra chira Chi nhanh Ha N&i v&i kinh phi 249.223.920 ¢

e Thi cdng caitao hé th&ng mang Chi nhanh Ha N&i véi kinh phi 17.748.500 &

e Thi cdng slra chita hé thoat nuwéc mai, syt lGn dwdng ndi bd Kho Tan Tao Chi nhanh
HCM véi kinh phi 71.280.000 d

e Thi cdng thay thé toan bd hé théng dén chiéu sang, gia cong hé khung thép Kho Tan
Tao Chi nhanh HCM véi kinh phi 85.320.000 d
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Thi cong cdi tao, chng thdm, sira chita Nha xuwdng Nha may 1 phuc vy kiém tra GMP
voi kinh phi 197.353.703 d
Thi céng sira chita chéng thdm nha vin phong véi kinh phi 39.411.130 &

4.2, Regarding Basic Construction Investments:

.
”oe

7
o

Renovation, waterproofing, and repair of the Can Tho Branch with a budget of
128,810,000 VND.

Renovation, waterproofing, and repair of the Hanoi Branch with a budget of
249,223,920 VND.

Renovation and waterproofing of the network system at the Hanoi Branch with a
budget of 17,748,500 VND.

Repair of the roof drainage system, subsidence of internal roads at the Tan Tao
Warehouse Branch in HCM City with a budget of 71,280,000 VND.
Replacement of the entire lighting system, steel frame processing at the Tan Tao
Warehouse Branch in HCM City with a budget of 85,320,000 VND.

Renovation, waterproofing, and repair of Workshop 1 serving GMP testing at Factory
1 with a budget of 197,353,703 VND.

Repair and waterproofing of the office building with a budget of 39,411,130 VND.
Dy 4n tai Khu céng nghé cao Da Nang d3 dug'c DHDCD théng qua tai Nghj Quyét sé
109/2021/NQ-DHDCP va Nghj Quyét s6 110/2021/NQ-DHDCD. Dy 4n d wec chialam
02 phén ky dau tw gom:
o Phén ky 1: Nha mdy san xuét thudc vién OSD va cac b phan QA, QC.
o Phanky 2: Nha mdy san xuét thudc tiém, nudc, ding ngoai, cao diu xoa; Trung
tdm R&D; Téng kho; Nha vin phong; Cac hang muyc phy va Hang muc ha tang
va thoat nudc giai doan 2.
Qué trinh trién khai dy 4n d3 bam sat cac quy dinh hién hanh vé d3u tw xay dyng.
Cong trinh trién khai dat chat lvgng va tién do theo k& hoach. Hién tai, Phan ky 1
dang duoc tong vé sinh dé chay thlr va can chinh trudc khi nghiém thu ban giao
dwa vao str dung.
The project at the Da Nang High-Tech Park has been approved by the General
Meeting of Shareholders through Resolutions No. 109/2021/GMS and No.
110/2021/GMS. The project is divided into two investment phases:
o Phase 1: OSD tablet manufacturing plant and QA, QC departments.
O Phase 2: Injectable drug manufacturing plant, water production, external use,

oil rubs; R&D Center; Warehouse; Office; Subcategories and Infrastructure and
drainage category phase 2.

The project implementation process closely adheres to current regulations on
construction investment. The construction work meets quality standards and
progresses according to the plan. Currently, Phase 1 is undergoing final cleaning for
trial runs and adjustments before acceptance testing and handover for use.
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DGi véi Phan ky 2, ti€n do cu thé cha cac hang muc nhu sau:

o Dai véi Nha xuwdng san xudt thudc tiém, nudc, dung ngoai, cao dau xoa; Trung
tam R&D: Hién dd xong toan bd phén thd. Hé théng may mdc thiét bj da nhap
vé cong trinh va dua vao céc vij tri va dang ti€n hanh cong tac hoan thién.

o Téngkho: Pang & cac budc hoan thién cudi cung.

o Nha vén phong: B3 xong toan bd phan thé va hoan thién mit ngoai nha (6p
gach, 1ap clra va mat dung kinh), d3 hoan thién phin thoat nudc va céc khu vé
sinh. Chuan bj trién khai géi thau ndi that bén trong nha.

o Cdac hang muyc phy: Da hoan chinh va ddu ndi xong, san sang cho viéc van hanh
nha may.

o Hang muc ha ting va thoat nudc giai doan 2: Co ban d3 xong cong tac thi cong
tuyé&n va hé ga, dang chuén bj cho cong tac ddu ndi véi hé théng thoat nudc
ctia Ban quan ly khu céng nghé cao. Géi thdu ha ting va giao théng dang dugc

trién khai.

For Phase 2, the specific progress of each category is as follows:

o For the workshop producing injectable drugs, water, external use, and oil rubs;
R&D Center: The entire rough part has been completed. The machinery and
equipment system have been delivered to the construction site, placed in
positions, and are currently undergoing finalization.

o Warehouse: In the final stages of completion.

o Office: The entire rough part has been completed, and the exterior of the
building (tile cladding, door installation, and glass facade) has been finished.
The drainage system and sanitary areas are completed. Interior furnishing

contracts are being prepared for implementation.
O Subcategories: Completed and interconnected, ready for plant operation.

o Infrastructure and drainage category phase 2: Basic construction of pipelines
and manholes is complete, preparing for connection to the drainage system
managed by the High-Tech Park Management Board. Infrastructure and
transportation contracts are being implemented.

< Dy an Toa nha cin hé két hop cin ho du lich tai dwérng Nguyén Vian Linh d3 duoc

DHDCD va HDQT théng qua va dang dugc trién khai theo k& hoach:

+ Ngay 10/12/2023, Van phong quan ly dat dai - S& tai nguyén méi truwdng thanh
phd Da Nang cdp diéu chinh chuyén déi muc dich sir dung dat tir d4t co s& san
xudt kinh doanh thanh dat thuwong mai dich vu.

+ Ngay 16/10/2023 S& Xay dung thanh phé Da Nang cap gidy phép xay dung s6
20/GPXD cho Céng ty c6 phan Dugc Danapha xay dyng cong trinh vin phong két
hop can hd du lich.
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+ Ngay 05/12/2023, Céng ty chinh thirc trién khai kh&i cong dy 4n véi hang muc

khoan coc nhdi va tuong vay barret

Tién d thurc hién dam bao theo ndi dung hop ddng d3 ky két véi nha thiu xay
dyng, két qua cho dén ngay 31/1/2023 nhw sau :

o Thicong xong toan bd hé tuwong dan

Thi cdng xong 2 coc thi nghiém (PTN1 va PTN2)

Thi cdng xong coc Barret thi nghiém BR1

Thi cdng tudng vay Dai tra 12/24 tam

@ 0O O 0

Ti€n d6 dy ki€n hoan thanh hang muc khoan coc nhdi va tuéng vay barret vao
ngay 14/04/2024.

% The project of the Office combined with Tourist Apartment building on Nguyen Van

Linh Street has been approved by the General Meeting of Shareholders and the Board
of Directors and is currently being implemented according to the plan:
+ On December 10, 2023, the Land Management Office - Department of Natural

Resources and Environment of Da Nang City issued an adjustment to convert the

land usage purpose from production and business base to commercial and service

land.

On October 16, 2023, the Department of Construction of Da Nang City issued

construction permit No. 20/GPXD for Danapha Pharmaceutical Joint Stock

Company to construct the office building combined with tourist apartments.

On December 5, 2023, the company officially commenced the project with the

scope of bored piles and barret wall.

The progress of implementation ensures compliance with the signed contract with

the construction contractor, with the results as of January 31, 2023, as follows:

o Completion of the entire guide wall system.

o Completion of 2 test piles (PTN1 and PTN2).

o Completion of Barret test pile BR1.

o Completion of the 12/24-panel barrier wall.

o The estimated completion date for the bored piles and barret wall is April 14,
2024.

5. Hoat ddng quan trj nhan sy va dao tao:

Tinh d&n 31/12/2023, t8ng s6 lao dong cha cong ty 1 404 ngudi.

Ty 1& lao ddng cd trinh dé chuyén mén tlr bac dai hoc trd |én ting so véi ndm 2022.
Nam 2022 lao d¢ng cé chuy&n mén bac dai hoc 1a 178 ngudi, con s6 nay 13 189 nguoi
trong nam 2023.

Nd@m 2023 t6ng s6 nhan sy tuyén dung ting hon 132 % so v&i ndm 2022. N¥m 2023,
cong ty tuyén dung 33 nhan sy, con s6 nay 13 25 trong ndm 2022.

Trong ndm 2023, tong s6 ngudi lao ddng nghi viéc 1a 32 nhan sy, giam hon 47.5% so
v&indm 2022 (2022 s6 lwgng nhan vién nghi viéc 13 61 ngudi).
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Nam 2023 téng s6 gi&r dao tao toan cong ty 1a 180 gid, gdm 130 lwot dao tao.

5. Human resource management and training activities:

- Asof December 31, 2023, the company's total number of employees is 404 people.

- The proportion of workers with professional qualifications at university level or higher
increases compared to 2022. In 2022, workers with university level expertise will be
178 people, this number will be 189 people in 2023.

- In 2023, the total number of recruited personnel increases by more than 132%
compared to 2022. In 2023, the company recruits 33 employees, this number is 25 in
2022.

- In 2023, the total number of employees quitting will be 32, a decrease of more than
47.5% compared to 2022 (2022, the number of employees quitting will be 61).

- In 2023, the total number of training hours for the entire company is 180 hours,
including 130 training sessions.
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PHAN II. CAC MUC TIEU VA GIAI PHAP NAM 2024
PART Il. GOALS AND SOLUTIONS FOR 2024

I. Muyc tiéu ké& hoach chung nim 2024:
Can ci tinh hinh thuc té cha thj trudng cling nhu cac yéu t6 lién quan dén hoat déng SXKD
cta doanh nghiép, Danapha tap trung phan ddu hoan thanh nhiém vu nim 2024 theo chi tidu
ké hoach nhu sau:

- Doanh thu thuan: 545 ty ddng. Trong d6 doanh thu xuét khau cé thé bj anh huéng do

tinh hinh chung tai Nga va cac nuédc lién quan.

- Loinhudn trudc thué: 77 ty déng tuong (ng 14,13 %/ Doanh thu.
Doanh thu dy ki€n ndm 2024 gidm 5,4% so v&i doanh thu thyc hién ndm 2023. Loi nhuan dy
ki€n ndm 2024 giam 19% so vdi lgi nhuén thye hién ndm 2023.
Li do: chd yéu do ty trong trong co ciu ban hang cé nhidu thay d8i, dic biét 13 d6i véi nganh
hang xuét khdu. Dy ki€n ndm 2024, doanh thu xuét khiu gidm 31% so v&i ndm 2023. Dén hién
tai don hang xuét khau van chua ¢ day di théng tin dé Ban didu hanh cé thé dy ki&n chinh
xac doanh thu clia kénh ban nay. Mic khac, véi tinh hinh chién tranh kéo dai tai cac thi truong
xuat khau chinh, nén khach hang dang gip nhidu khé khin va tai chinh do chi phi van chuyén
tdng cao, cong ng kho doi va chénh léch ty gia; nén ddu ndm ndm 2024 Khach hang da gii
- Cong ty dé xuat giam gia.
D3i véi kénh ddu thau, ban I& va phan phdi doc quyén vin c6 ting trudng nhung khong dang
ké (tir 1,2% d&n 9,5% tuy kénh ban). Vi vay, so véi nim 2023, co' cau céc kénh ban hang thay
d6i manh, nén Ban diéu hanh d3 1ap k& hoach kinh doanh di ki&n nhu trén.

I. General Objectives for 2024:
Based on the actual market situation and factors related to the business's manufacturing and
trading activities, Danapha is dedicated to accomplishing the tasks for 2024 with the following
plan objectives:
- Net revenue: 545 billion VND. Export revenue may be affected by the overall situation
in Russia and related countries.
- Profit before tax: 77 billion VND, equivalent to 14.13% of the revenue.

Expected revenue in 2024 is down 5.4% compared to revenue realized in 2023. Expected profit
in 2024 is down 19% compared to profit realized in 2023.

Reasons: Mainly because the proportion in the sales structure has changed a lot, especially in
the export industry. It is expected that in 2024, export revenue will decrease by 31% compared
to 2023. Up to now, export orders still do not have enough information for the Board of
Management to accurately predict the revenue of this sales channel. On the other hand, with
the prolonged war situation in the main export markets, customers are facing many financial
difficulties due to increased transportation costs, bad debts and exchange rate differences; So
in early 2024, the Customer sent the Company a price reduction proposal.
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For bidding, retail and exclusive distribution channels, there is still growth but not significantly
(from 1.2% to 9.5% depending on the sales channel). Therefore, compared to 2023, the
structure of sales channels will change drastically, so the Board of Management has drawn up
the expected business plan as above.

Il. Céc giai phap, hanh déng can tap trung cho ndm 2024:

1. Dai véi hoat ddng kinh doanh:

1.1. Vé chién lwgc kinh doanh:

Lén k& hoach dé théng qua cac nha phan phdi mé réng thj tredng xuat khau sang Dong
Nam A, Lao, Campuchia, Théi Lan, Nhat, Han Quéc.

Tiép tuc duy tri va phét trién kénh ETC: Dam bao cong tac ddu thau hoat dong 6n dinh .
dé gitr cac thj truwdng truyén thdng d&i v&i cdc nhém san phadm tadm than. Thuc déy
doanh s8 va hd trg chi phi thyc hién thiu cho chi nhanh tai Nhém 2 GMP EU, bing
cach lap ké hoach thyc hién thau trudc 6 thang, 1én k& hoach thuc hién chi tiét thiu
chi tiét theo san pham.

Khai thac téi da céc san pham con lgi thé canh tranh trong nhém ¢é twong dwong sinh
hoc va nhém 2 - GMP EU. Tap trung dua vao nghién ctru thir twong duong sinh hoc
thém cac sdn phdm mdi trong ndm 2024. '

Tap trung thuc day kénh OTC qua phan phdi dé tang d6 phl vliing tréng, tang tinh nhan
dién thuwong hiéu cta Céng ty.

Thuc day tién d6 céc céng tac lién quan dén viéc dang ky hd so thudc.

Tiép tuc thyc hién viéc gidm gia thanh san pham dya trén co sé gidm gid nguyén vat

lidu dau vao.

Il. Solutions and Key Action Plan for 2024:
1. Regarding business operations:
1.1. Business Strategy:

Plan to expand export markets to Southeast Asia, Laos, Cambodia, Thailand, Japan,
and South Korea through the approval of new distributors.

Continue to maintain and develop the ETC channel: Ensure stable tendering activities
to retain traditional markets for core products. Boost sales and support tendering costs
for branches in EU-GMP Group 2 by planning and implementing tenders six months in
advance, with detailed product-specific tender plans.

Maximize the exploitation of competitive advantage products in the biosimilar group
and EU-GMP Group 2. Focus on researching and testing new biosimilar products in
2024.

Concentrate on promoting the OTC channel through distribution to increase coverage
in vacant areas and enhance the company's brand recognition.

Accelerate the progress of activities related to drug registration.

Continue cost reduction efforts based on reducing input material costs.

1.2. V@ chién lwgc tiép thi:
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- Tap trung thyc hién cac hoat dong thiét thyc trong quang cdo, tiép thj ting cuwdng hd
trg d6i v&i tirng diém ban |é.

- Tap trung thyc hién cac hdi thao nhém nhé tai céc khoa phong, héi thao quy mé bénh
vién, tham dy tai trg céc hdi nghj chuyén nganh toan quéc, tai trg hoat dong nghién
ctru,...

1.2. Marketing Strategy:

- Focus on implementing practical activities in advertising and marketing, enhancing
support for each retail point.

- Conduct small group workshops in departments, organize hospital-scale seminars,
participate in sponsoring national conferences, sponsor research activities, etc.

2. Boi véi hoat dong san xudt va k& hoach san xuat:
- Duy tri 100% nguyén tac GMP trong sdn xuét, ddm bao tuan thi ddng cic SOP, qui
trinh san xuat dang dugc ap dung.
- Hoan thanh 100% |énh san xut trong ky, giao hang ding tién dd va dam bao chat

lvgng san pham khi xudt xwdng theo KHSX nim 2024.
2. For Production Activities and Production Planning:
- Maintain 100% compliance with GMP principles in production, ensuring strict
adherence to the current SOPs and manufacturing processes.
- Complete 100% of production orders within the period, deliver on schedule, and ensure
product quality when leaving the factory according to the 2024 production plan.

“* Cdc gidi phdp thue hién:

¢ Solutions:

2.1. Nhan sy va dao tao:

v Tuyén chon cdc nhan lyc cé trinh d ki thuat t6t trong bd phan san xuit dé dao
tao van hanh; bd sung nhan sy cho cac thiét bi mai, thiét bj yéu ciu kj thuat cao,
dap (ng nhu cdu san xuét khi can-khu vyc san xuét thudc vé trung,...

v" Tiép tuc dao tao cdc nhan vién vé céc tiéu chudn GMP, quy trinh quy pham, néi
quy, quy ché lam viéc, an toan lao déng, phong chdng chéy nd,... Siét chit k luat
lao dong.

v’ S&p x&p b tri lao dong hop ly d& ning cao ning sudt lao ddng. BS sung nhan sy
cho nhitng khau can thiét nham bao dam sirc khde, thoi gian nghi ngoi clia ngudi
lao dong.

2.1. Personnel and Training:

v’ Recruit personnel with good technical qualifications in the production department
for operational training; supplement staff for new equipment and high-technical
requirement equipment, meeting production needs in the aseptic drug
manufacturing area, etc.

21

NS

eqi
_ St NG S e e X b s Sl MiRve A Sede O oSl WS RIS S TSR Qe N R e oA R BR ol 1b y n e i



v" Continue to train employees on GMP standards, violation procedures, internal
rules, working regulations, labor safety, fire prevention, etc. Tighten labor
discipline.

v' Arrange and allocate labor rationally to improve labor productivity. Supplement
personnel for necessary steps to ensure the health and rest time of workers.

2.2. Co' s& vat chat:

v" D@ xudt viéc dau tv ndng cdp nha xudng nham bao ddm qua trinh san xuit dién ra
lién tuc, an toan va hiéu qua.

v" Phé&i hop giita cac bd phan thdm dinh céc quy trinh san xuat, nha xudng nh3m xéc
dinh thong s6 t6i wu cla céc quy trinh dé gidm hu hao, 8n dinh chat lwgng san
pham, bao céo kip thdi nhitng diém khéng phi hop.

 2.2. Infrastructure & Facilities:
v' Propose investing in upgrading the workshop to ensure a continuous, safe, and
efficient production process.
v Coordinate between departments to evaluate production processes and workshops
to determine the optimal parameters of the processes to reduce waste, stabilize
product quality, and promptly report any discrepancies.

2.3. Hoat ddng quan ly, diéu hanh:

v" Tiép tuc duy tri thyc hién 55 trong hoat dong & tat ca cac day chuyén san xuit, tién
hanh kiém tra danh gia dinh ky va dét xuat nham dam bao méi trudng san xuit
luén gon gang, sach s&, hiéu qua va chuyén nghiép.

v’ Tiép tuc nghién ctru, trién khai phuong thirc t6 chirc san xudt hop ly, thyc hanh
tiét kiém nang cao hiéu qua lao dong.

2.3. Management and Operation Activities:

v' Continue implementing the 55 methodology in all production lines, conduct reqular
and surprise inspections to ensure that the production environment is always
organized, clean, efficient, and professional.

v Continue researching and implementing rational production organization
methods, practicing cost-saving measures to enhance labor efficiency.

3. D&i véi hoat dong nghién ctru phat trién:
Dinh huéng k& hoach 2024 Trung tdm RD tp trung nhu sau:

v" Hoan thanh chi tiéu nghién ciru cac san phdm d& dang clia ndm 2023 ( con 14 san
phdm -bao gém cac san phdm ding ky trong nudc va san pham dang ky thi truéng
EAEU) theo danh muc d3 dugc Téng gidam ddc théng nhat.

v" Tham dinh tiéu chuan co s& 14 san pham trén dé dang ky san pham theo danh muc

nghién clru va theo yéu cau bd sung clia dang ky thudc.




Trién khai hoat dong san xuat cdc san pham mdi da va s& cé SPK; Hoan thién va én
dinh QTSX céc san pham tai cic ddy chuyén san xuét,...D3c biét, dé phat trién cac san
phdm cho san xuét tai nha may thudc dy dn cdng nghé cao theo tiéu chi san pham
CNC, Trung tam RD s& phdi hop véi Khoa dugc - Dai hoc Y duwgec TPHCM dé hop tac va
nhan chuyén giao céc san phdm thudc c6 ham lugng cong nghé cao “ Thudc gidi phoéng
c6 kiém soat”.

Trién khai san phdm mai cho ndm 2024: Theo dinh huwdng va phan céng cla lanh dao
cong ty. D&n cudi thang 1/2024 van chua chét dugc danh myc san pham.

Phéi hop véi cac bd phan khac trong céng ty ( Nha médy CNC, QA, QC...) tién hanh bién
soan qui trinh san xuat, hd so san xuét, qui trinh tham dinh nhim tién hanh san xuit
thr va thdm dinh qui trinh san xuét tai 2 day chuy&n OSD1 va OSD2 clia dy 4n CNC dé&
bao vé GMP-WHO cho dy 4n CNC.

Phong HB so dang ky va Canh gidc dwgc: Hoan thanh 100% hd so ding ky méi theo
chi tiéu ké hoach b phén; Hoan thanh 100% hd so ding ky xin gia han s ding ky;
Hoan thanh 100% cac ho so thudc nwéc ngoai; Hoan thanh cic maquette méi hodc
magquette thay ddi theo yéu cau san xuit. Phéi hop cac bd phan tap trung bd sung/
thay d6i HSDK thudc dap ung ti€n dé yéu cau; Chu trong céng tic canh gidc duorc,
thudng xuyén theo ddi va cap nhat cac bdo cdo ADR thudc trong qud trinh luu hanh,...

. Regarding research and development activities:

The 2024 plan for the RD Center is oriented as follows:

Complete the research targets for the 14 pending products from 2023, including
domestically registered products and products registered in the EAEU market, as per
the unified list provided by the General Director.

Evaluate the standards of the 14 products for product registration based on the
research list and additional requirements for drug registration.

Implement the production of new products that will be or already obtained the
registrations; Improve and stabilize SOPs for these products on the production lines. In
particular, to develop products for manufacturing at the high-tech plant under the Hi-
tech project, the RD Center will collaborate with the Faculty of Pharmacy at the
University of Medicine and Pharmacy in Ho Chi Minh City to cooperate and receive
technology transfer for "Controlled Release Drugs" with high-tech content.

Roll out new products for 2024 according to the company's leadership directions. As of
the end of January 2024, the product list has not yet been finalized.

Coordinate with other departments in the company (Hi-tech Plant, QA, QC, etc.) to
compile production processes, manufacturing documents, and evaluation procedures
for trial production and assessment of the production process at 0SD1 and OSD2
production lines of the Hi-tech project to ensure GMP-WHO compliance for the Hi-tech
project.
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* Department of Registration Affairs: Completed 100% of new registration
documents according to department plan targets; Complete 100% of the
application to renew the registration number; Complete 100% of foreign drug
records; Complete new maquettes or changed maquettes according to production
requirements. Coordinate with departments to focus on adding/changing drug
registration documents to meet the required schedule; Focus on
pharmacovigilance, regularly monitor and update drug ADR reports during
circulation,...

4. Bdi v&i cong tac chat lwgng:

Thye hién cac cong viéc dé trién khai, xdy dyng tiéu chuan, xay diyng hé théng chat
lrgng, tham dinh hé théng theo tiéu chudn nham bao vé thanh céng GMP — EU, GMP-
WHO, GDP, GSP,... cho nha mdy san xudt dugc phdm va trung tdm nghién ctru phat
trién Cong Nghé cao.

Lap ké hoach tuyén dung va dao tao nhan sy lién quan dén hé théng chat lwong dé
chun bj van hanh céng tac quan ly chat lvgng tai nha may méi.

Chuén bj cdc ndi dung cdng viéc lién quan dé ndp hd so tai kiém tra GMP déi véi day
chuyén san xudt TPBVSK ( GCN hét hiéu lyc : 14.12.2024)

Ra soat, danh gia lai chat luvgng san pham dé dam bdo qud trinh san xuat va chat lugng
san phdm dung tiéu chudn da dang ky; Kip thoi digu chinh, xin phép digu chinh phu
hop dé ludn dam bao céng tac san xuét va chat lwgng san phim 8n dinh.

Tang cudng cong tac kiém tra trong qua trinh san phdm trong qua trinh san xuat, dé
c6 thé phat hién nhitng sai léch, nhitng san phdm, nhirng yéu t6 khéng phi hop dé kip
thoi x(r ly, chan chinh, han ché t8i da nhitng sy c6 phat sinh trong san xuit.

Bam bao chét luwgng san pham khi lu hanh trén thj tredng, khdng cé san phim bithu
h6i vi chat lvgng.

4. Regarding quality management:

Implement tasks to deploy, establish standards, and develop a quality system,
evaluate the system according to standards to successfully achieve GMP — EU, GMP-
WHO, GDP, GSP, etc., for the pharmaceutical manufacturing plant and the high-tech
research and development center.

Plan recruitment and training related to the quality system to prepare for the
operation of quality management at the new plant.

Prepare relevant work content for the GMP re-evaluation of the supplemental foods
production line (Certificate expires: 14.12.2024).

Review and assess product quality to ensure that the production process and product
quality meet the registered standards. Timely adjust and request appropriate
adjustments to ensure stable production and product quality.
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- Strengthen inspection during the production process to detect deviations, products,
and factors that are not in compliance, allowing for timely handling, correction, and
minimizing incidents in production.

- Ensure product quality in the market, avoiding product recalls due to quality issues.

5. D3i v&i Dy én tai Khu cdng nghé cao Da Ning:

- DG&i v&i nha may thubc vién OSD: K&t thic cong téc chay thir va can chinh trong thang
3/2024. Trén co s& dénh gia két qua sau khi chay thir s& xay dung k& hoach dwa nha
mady vao van hanh trong thoi gian sém nhét, dy kién vao thang 6/2024.

- Hang muc Nha xuéng san xudt thudc tiém, nwdc, dung ngoai, cao dau xoa va Trung
tdm R&D do c6 mdt s6 thay d8i vé mat cong nghé nén tién d6 cé digu chinh. Phan diu
két thiic giai doan thi céng vao thang 5/2024 d& trién khai cac phin viéc tiép theo.

- T6ng kho: K&t thic céng téc thi cong trong thang 3/2024 dé tién hanh nghiém thu ban
giao dua vao str dung.

- Nha van phong: Trién khai gdi thau noi that bén trong nha trong thang 2/2024 va dy
ki€n két thic vao thang 6/2024.

- Hang mucha tang va thoat nudc giai doan 2: Hoan chinh céng tac ddu néivéi hé théng
thoat nudc clia Ban quan Iy Khu cng nghé cao vao thang 3/2024. Trién khai géi thiu
ha téng va giao théng trong thang 2/2024 va két thuc vao thang 5/2024.

5. Regarding the project in the Da Nang High-Tech Park:

- For the OSD Tablet Factory: Complete the trial run and calibration by March 2024.
Based on the evaluation of the trial results, a plan will be developed to put the factory
into operation as soon as possible, expected by June 2024.

- For the Injectable, Liquid, External Use, Lubricant, and R&D Center: Due to some
changes in technology, the schedule for the construction has been adjusted. Strive to
complete the construction phase by May 2024 to proceed with the next tasks.

o Warehouse: Complete construction work by March 2024 for acceptance
testing and commissioning.

o Office building: Implement the interior furniture package in February 2024,
with an expected completion date in June 2024.

o Infrastructure and drainage phase 2: Complete connection work to the
drainage system of the High-Tech Park Management Board by March 2024.
Implement the infrastructure and transportation package in February 2024,
with completion expected in May 2024.
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