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SO KE HOACH VA PAU TU CONG HOA XA HQI CHU NGHIA VIET NAM
TINH HUNG YEN Péc 14p - Tw do -~ Hanh phiic
PHONG PANG KY KINH DOANH

GIAY CHUNG NHAN PANG KY DOANH NGHIEP
CONG TY CO PHAN

Mi s6 doanh nghiép: 0101400572
Diing ky ldn dau: ngay 27 thang 08 nim 2003
Dang ky thay déi lan thie: 11, ngay 14 thang 02 ndm 2023

1. Tén cong ty

Tén cong ty viét bing tiéng Viét: CONG TY CO PHAN TAP POAN MERAP
Tén cong ty viét bing tiéng nudc ngoai: MERAP GROUP CORPORATION
Tén cong ty viét tit: MERAP GROUP

2. Dia chi try s& chinh

Thén Ba Khé, Xa Tan Tién, Huyén Vin Giang, Tinh Hung Yén, Viét Nam
Dién thoai: 03213 721555 Fax:03213 727468
Email: mail. merapgroup.com.vn Website:
3. Vén dicu 1§

Vén diéu 1&: 214.886.680.000 dong.

Biing chi: Hai tram muoi bon ty tam trdm tdm muwoi sdu triéu sdu tram

tém muoi nghin dong

Meénh gia ¢6 phan: 10.000 ddng

Téng s6 ¢b phin:  21.488.668

4. Ngudi dai dién theo phap ludt cia cong ty

* Hovatén: NGUYEN PUC THINH Gigitinh:  Nam
Chuc danh:  Phé Tdng giam dbc
Sinhngay: 17/11/1982 Dén toc: Kinh Qudc tich: Viét Nam

Loai gidy to phép ly cta canhdn:  Thé can cudc cong dan

Sé gidy tor phép 1y ctia ca nhan: 024082000260

Ngay cdp:  25/02/2016 Noi cap: Cue Canh Sit PKQL Cue Trii va DLOG
Vé Ddn Cu

Pia chi thuong tra: s6 2 ngdch 192/56 Lé Trong Tan, Phiong Khuong Mai, Qudn

Thanh Xuan, Thanh pho Ha Noi, Viét Nam

Dia chi lién lac: ‘s:(f 2 ngach 192/56 Lé Trong Tan, Phuong Khlrng Mai, Quian Thanh

Xudn, Thanh pho Ha Noi, Viet Nam



* Hovatén: TO HONG THALI Gi6i tinh:  Nam

Chire danh:  Chui tich héi déng quén tri

Sinh ngay:  79/12/197; Dan toc: Kinh Qudc tich: Viét Nam

Loai gidy t& phép ly cia cd nhan:  Thé can cude cong ddn

S gidy tor phép Iy ciia ¢4 nhan: 034071001875

Ngay cdp:  04/11/2019 Noi clp: Cuc Canh sit Qudn Iy hanh chink vé trit
e xd hoi

Dia chi thudng tri: PI801-B1, Chung ci G3ab, KDTM Yén Hoa, Phuong Yén Hog,

Qudn Cau Gidy, Thanh pho Ha Néi, Viét Nam

Dia chi lién lac: P1801-B1], Chung cie G3ab, KDTM Yeén Hoa, Phuong Yén Hoa,

Qudén Cau Gidy, Thanh pPho Ha Néi, Viét Nam

* Ho va tén: PHAN THI THANH THUY Gi6i tinh:  Ni#
Chirc danh:  Téng giam déc
Sinhngdy:  27/02/1978  Dantée: Kink Qudc tich: Viét Nam

Loai gidy ter phdp ly ctia cd nhan:  Thé cén cude cong din

S6 gidy tor phap ly ctia ¢4 nhan: 0467 78000289

Ngdy cip:  22/08/2018 Noi cip: Cuc Canh sit DKQL cur tri va DLOG vé
ddn cur

Dia chi thuong tra: 196/24 Vieon Lai, Phieong Tan Thanh, Qudin Tan Phii, Thanh phé

Ho6 Chi Minh, Viét Nam

Dia chi lién lac: 196/24 Vieon Lai, Phueong Tan Thanh, Qudn Tan Phi, Thanh phé Ho

Chi Minh, Viét Nam

*  Hovatén: NGUYEN NGOC TRANG Gidi tinh:  Nam
Chirc danh:  Phé Téng gidm déc
Sinh ngay:  06/12/1979 Dan toc: Kink Quéc tich: Viet Nam

Loai gidy t&y phép ly ctia ca nhin:  Thé cdn cude cong din

S gidy tos phap Iy ciia c4 nhan: 07 9079000472

Ngay cdp:  22/12/2021 Noi cap: Cuc Canh sdt Quan Iy hanh chinh vé trat

tie xa@ hoi

Dia chi thutmg tri: 33/1 Dong Du, Phuong Bén Nghé, Quin 1, Thanh phé Hé Chi

Minh, Viét Nam

Dia chi lién lac: Phong 707, thdp 4 Estelia Heights, 88 Song Hanh, Phucng An Phi,
/ ( Ko &bk iVar
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UBND TINH HU\G YEN CONG HOA XA HOI CHU NGHIA VIET NAM
SO Y TE Déc lap - Tu do - Hanh phic
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CHUNG CHI HANH NGHE DUOC
S& hiéu: 1462/CCHN-D-SYT-HY
(Cdp lai ldn 1)

S& C\dND/The c.im cuéc 024 082 000 260
Ngay cép: 25/02/2016

Hinh thic c4p Ching chi hanh nghé: Xéthd so.

| Noi cdp: Cuc Canh sat PKQL Cu tri & DLQG vé dén cur 3
| Dia chi thuong trd: Khuong Mai, phuong Thanh Xuén, Thanh phé Ha Noi ?}
Vin bing chuyén mon: Dugc sy dai hoc : 5’
[ Pham vi hoat d6ng chuyén mon: San xuét thude; Ban budn thude; Ban l¢é thudc §
Du didu kién hanh nghé dudc véi cdc vi trf hanh ngh€ sau: Nguoi chiu trach nhi¢m ‘§
E chuyén mon vé duoc cua co s San xut thudc, ban budn thude, ban 1€ thude %2

Chitng chi hanh nghé dugc c6 hiéu lyc tit ngay 26 thdng 8 ndm 2017 dugc cap theo

| Quyétdinh s3: 831/QD-SY Tngay 25/08/2017 clia Gidm d6c S8 Y t€ Hung Yeén.

Thay thé cho Chumg chi hanh nﬁhe,dm)'c, so 137/12/CCHND cdp ngay

CHUNG THUC BA SAO DUNG VOI BAN CHINH
o 0]/201250 chitng thyc.... f .Quyén sd.... .‘.’]..SCT/BS

; Hung Yén, ngav 25 thang 8 nam 2017
é Ngay: 13 -10- 2023
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc lap — Ty do — Hanh phue

GIAY CHUNG NHAN
PU DPIEU KIEN KINH DOANH DUQC
S4 higu: 40 /DKKDD-BYT
Diéu chinh
Cdp lan 1: 238/DKKDD-BYT ngav 03/05/2019
B Y té chirng nhén:
1. Tén cong ty: Cong ty c6 phin tip doin Merap,
2. Dia chi try s& chinh: Thén Ba Khé, xa Tan Tién, huyén Vin Giang, tinh
Hung Yén.
3. Dia diém kinh doanh: Thén Bd Khé, xa Tan Tién, huyén Van Giang, tinh
Hung Yén.
4. Ngudi chiu trdch nhi¢m chuyén mén vé duoc cia co sé:
- Ho va tén: Nguyén Dive Thinh;
- Trinh d§ chuyén mon: Dirge s;"’ dai hoc;

- C himg chi hanh nghé duoc s6: 1462/CCHN-D-SYT-HY do Sé Y ¢ tinh Hung
Yén cdp ngay 25/08/2017.

5 g2 A » »
5. Nguoi phu trach vé Bao dam chit lugng ctia co sé:
- Ho vatén: Hoang Thi Binh;
- Trinh d§ chuyén mdon: Durge w dai hoc;

- ( htmg chi hanh nghé duoc s&: 1384/CCHN-D-SYT-HY do S¢' Y 16 tinh Hirng
Yén cap ngay 25/08/2017,

2 . n . Y. re ~ . - £ A
Du dicu kién kinh doanh d6i vai hoat ddng kinh doanh duoc: San xudat thuic.
- Pham vi kinh doanh: Theo Phu luc dinh kem.

Gidy chimg nhén ¢6 hi¢u lyc tir ngay .20, thang 4. ndm 047 . dugce cap theo
Quy¢t dinh 501 Wi /QD-BYT ngay ! 3. thang /4 nim A0 cla Bo trudng Bo Y te,

thay thé Gidy c hing nhin du, diéu kxm kinh, doanh duge sé 238/DKKDD-BYT ngay

03/05 CHING THUCBé SAO DUNG VOI BAN CHINH )
S§ chitng thyc.....2.2 . ...... Quyén so..(‘ ..... SCUBP Noi, ngay...i5. thang. . ndm 2019
; KT. BQ TRUONG
Ngay: 13 -10- 2023 THU TRUONG
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
S—— Doe lap - Tuw do - Hanh phic

PHU LUC

(Dinh kém Gidy chimg nhan di diéu kién kinh doanh dige cdp cho
Cong ty co phan tdp doan Merap
S6 hiéu: /DKKDD-BYT ngay  thang — nam 2019)

A > A K
Hoat dong sidn xuat thuoc

= &1 X A 5
1. Thuoc vo trung

V4 - A ~ 5
1.1. Thuoc san xudat vé trung

I.1.4. Thude dang Iong thé tich nho (<100mL):
Thude nhd mét.

s A b A A \
1.3, Xuat xwong thuoc vo tring

2. Thube khong vo trung

2.1. Thuéc khong vé trung

2.1.1. Vién nang cimg

[B]

1.5, Thude ding ngoai dang long:
Dung dich, nhu dich, hon dich,
Thude nhé mii, nhé tai, xit mi.

-1.6. Thudc udng dang long:
Dung dich, hon dich.

[

2

.1.8. Dang bao ché rin khac:
~ /4 ~ I A
Thuoc bot, thude com.

13 ]

1T Thude dang ban rén:
~ A £ ~ 4
Thuoc kem, thude md, thuoe gel.

12

13 Vién nén:
Vién nén, vién nén bao phim.

;( e d x , ~ *
2.2. Xudat xwong thuoc khéng vé tring

[ 6. Dong goi

6.1. Déng goi so cip

6.1.1. Tt ca cée dang thude & myc:
&1

P I

£ . r ‘
6.2. Déng goi thir cap

6.2.1. Tat ca céc dang thude ¢ muc:
1.1 va2.l.

1
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7. Kiém tra chit lirgng
{ 7.1 Visinh
7.1.1 BQ vO tring

7.1.2. Gi6i han nhiém khuin

7.1 .Jf)inh luong hoat luc khang sinh bang vi sinh vat

7.2. Hoa hoc / Vat Iy |

. A - + - e A s ” A

N§i dung han che hoic lam rd lién quan den pham vi chirng nhén :

Cac dang bao ché tai Myc 1.1.4, 2.1.5. 2.1.6 va 2.1.11" dwoc dap dung doi voi
thuoe doc, thuoc trong Danh muc thuoce, diroc chat thuoée Danh muc chat cam st
dung trong mot so nganh, linh vuc.

N .y gy p £ ~ . ’

Muc 1.14,2.1.5 2.1.6 va 2.1.11: chi ap dung doi voi thuoc khong chira khdang

sinh nhom f-Lactam.
Muc 2.1.1, muc 2.1.8 va 2.1.13: chi ap dung doi voi thuoe chira khdang sinh

nhom cephalosporin.

2/
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Dic lip - Ty do — Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness
S8/ No.: ¥93  |GCN-QLD

GIAY CHUNG NHAN THUC HANH TOT

SAN XUAT THUOC, NGUYEN LIEU LAM THUOC (GMP)
CERTIFICATE OF GOOD MANUFACTURING PRACTICE COMPLIANCE

Phin 1/ Part 1 :

Cin cr quy dinh tai Thong tu sb 35/2018/TT-BYT ngay 22/11/2018 cia Bo
truéng Bo Y té quy dinh v& Thuc hanh tét san xuit thudc, nguyén liéu lam thudc

(GMP),

Pursuant

Health on Good Manufacturing Practice for medicinal products and materials

(GMP),

The

Co s& san xuat:

The manufacturer: MERAP GROUP CORPORATION

Tru s& chinh:

Legal address:

Dia chi nhaméy: Thon B4 Khé, xa Tan Tién, huyén Vin Giang, tinh Hung

Site address:

Pa dugc danh gia theo quy dinh lién quan dén viéc cdp Gidy chimg nhan du

diéu kién kinh
105/2016/QH13
08/05/2017 cua

dugc, Diéu 5 Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ctia Chinh phii vé viée
stra d6i, bd sung mot s& quy dinh lién quan dén diéu kién ddu tu kinh doanh thuéc
pham vi quan ly Nha nuéc cia Bo Y té va Théng tr sé 35/2018/TT-BYT ngay
22/11/2018 cua B truéng Bo Y té quy dinh vé& Thuce hanh tt san xuit thuc, nguyén
liéu lam thude (GMP).

Has been

to the Circular n° 35/2018/TT-BYT dated 22/11/2018 by Minister of

CUC QUAN LY DUQC chirng nhén:
Drug Administration of Vietnam certifies the following:

CONG TY CO PHAN TAP POAN MERAP

Thén Ba Khé, xa Téan Tién, huyén Vin Giang, tinh Hung Yén
Ba Khe village, Tan Tien commune, Van Giang district, Hung
Yen province

Yén. ;
Ba Khe village, Tan Tien commune, Van Giang district, Hung -
Yen province

doanh dugc phit hop véi cic quy dinh tai Piéu 33 Luit duge sé
ngay 06/04/2016, Piéu 33 Nghi dinh sé 54/2017/NP-CP ngay
Chinh phi quy dinh chi tiét mot sé didu va bién phap thi hanh Luét

inspected in connection with the issuance of Pharmaceutical business

Trang (Page) 1/4



license and in accordance with the national regulations at Article 33 of
Pharmaceutical Law n° 105/2016/QH13 dated 06/04/2016, Article 33 of Decree n°
54/2017/ND-CP dated 08/05/2017 of the Government, detailing some Articles and
measures to implement Pharmaceutical Law, Article 5 of Decree n° 155/2018/ND-CP
dated 12/11/2018 by Gorvernment concerning revision and addition of some
stipulations on trading and investment conditions under the state mandate of Ministry
of Health and the Circular n° 35/2018/TT-BYT dated 22/11/2018 by Minister of Health
on Good Manufacturing Practice for medicinal products and materials (GMP).

Can cir két qua danh gid co sé san xuét duge thuc hién tir ngay 11/12/2020 dén
ngay 12/12/2020, co s& san xuét néu trén dugc chimg nhan dap tmg cic yéu cau vé
Thuc hanh tét san xut, Thuc hanh tét phong thi nghiém va Thyc hanh &t bao quan
di véi co s& san xuét thudc, nguyén liéu lam thude theo quy dinh tai Thong tu s6
35/2018/TT-BYT ngay 22/11/2018 ciia B trudng BO Y té, phit hop v6i céc yéu cu vé
Thue hanh tt san xut thudc ctia T6 chirc Y té thé gidi (WHO).

From the knowledge gained during inspection of this manufacturer, which was
conducted from 11/12/2020 to 12/12/2020, it is considered that it complies with the
requirements of Good Manufacturing Practice, Good Laboratory Practice and Good
Storage Practice for manufacturer of medicinal products and materials as laid down in
the Circular n°® 35/2018/TT-BYT dated 22/11/2018 by Minister of Health, which is
comply with requirements of Good Manufacturing Practice as recommended by World
Health Organization (WHO).

Giz?'ly chirng nhan nay thé hién tinh trang tudn thd GMP cta co s¢ san xuat tai
thoi didm dénh gid néu trén va c6 hidu luc khong qua 03 nim ké tir ngay danh gia gin
nhit. Tuy nhién, can ctr theo nguyén tic quan Iy rui ro, thoi gian hiéu luc cia Giay
chirmg nhan c6 thé duge rit ngin hoic kéo dai va s& dugc ghi tai muc Nhitng ndi dung
han ché hodc lam rd.

This certificate reflects the status of the manufacturing site at the time of the
inspection noted above and should not be relied upon to reflect the compliance status if
more than 03 years have elapsed since the date of that inspection. However, this period
of validity may be reduced or extended using regulatory risk management principles by
an entry in the Restrictions or Clarifying remarks field.

Giéy chirng nhan chi ¢6 hiéu luc khi thé hién d?iy di céc trang va bao gém ca
Phén | va Phan 2.

This certificate is valid only when presented with all pages and both Part 1 and
Part 2.

Tinh xac thuc cua Gie‘iy ching nhén nay co thé dwoc xac nhan thong qua ndi
dung dang tai trén trang thong tin dién tr cia Cuc Quin ly Duoec. Néu khong c6, hay
lién hé véi Cuc Quan ly Dugce dé duge 1am rd.

The authenticity of this certificate may be verified in website of the Drug
Administration of Vietnam (DAV). If it does not appear, please contact the DAV.

Trang (Page) 2 /4




Phin 2/ Part2:

HOAT DONG SAN XUAT / MANUFACTURING OPERATIONS

Néu co so tién hanh san xudt cac san phim c6 yéu cdu dac biét, nhu: thuég
phong xa hodc cac san phém chira penicillins, cephalosporins, penems, chét doc té
bao/chét kim té bao, thuéc chira hormon sinh duc c6 tac dung tranh thai, thudc ¢6 hoat
chét nguy hiém dugc néu rd dbi véi timg dang san phim hodc dang bao ché.

If the company is engaged in manufacture of products with special requirements
e.g. radiopharmaceuticals or products containing penicillins, cephalosporins, penems,
cytotoxics/cytostatics, sexual hormones, potentially hazardous active ingredients, this
should be stated under the relevant product type and dosage form.

1. Thuéc vé tring

1. Sterile Products

1.1. Thudc san xuét vé trang (Khong chira
khang sinh nhém B - Lactam)

1.1. Aseptically prepared

1.1.4. Thubc dang Iéng thé tich nhd (<100mL):
Thuéc nhé mét.

1.1.4. Small volume liquids (<100mL):
Eye drops.

1.3. Xuat xwéng thuéc vé trang

1.3. Batch certification

2. Thuédc khéng vé tring

2. Non-sterile products

2.1. Thubc khéng vé tring

2.1. Non-sterile products

2.1.1. Vién nang ctrng (chira khang sinh nhém
cephalosporin).

2.1.1. Capsules, hard shell (containing-..
Cephalosporin antibiotics). .~ ™

Y
.Y

2.1.5. Thuéc dung ngoai dang éng:
Dung dich, nhi dich, hén dich, thubc
nhé mi, nhd tai, thube xit mdi (khong
chira khang sinh nhom B - Lactam).

cuc \
Solutions, Emulsions, Suspensiéhs: Nasal '}
drops, Ear drops, Nasal sprays ¢/

2.1.5. Liquids for external use:

2.1.6. Thuébc ubng dang I6ng:

Dung dich, hén dich (khéng chira khang
sinh nhém B - Lactam).

2.1.6. Liquids for internal use:

Solutions, Suspensions.

2.1.8. Dang bao ché rén khac:

Thudc bét, thude cém (chira khang sinh
nhém cephalosporin).

2.1.8. Other solid dosage forms:

Powders, Granules (containing
Cephalosporin antibiotics).

2.1.11. Thudc dang ban rén:

Thube kem, thuéc m&, thuéc gel (khong
chlra khang sinh nhém B - Lactam).

2.1.11. Semi-solids:

Creams, Ointments, Gels.

2.1.13. Vién nén:

Vién nén, vién nén bao phim (chra
khang sinh nhém cephalosporin).

2.1.13. Tablets:

Uncoated tablets, Film-coated tablets
(containing Cephalosporin antibiotics).

2.2. Xuat xwéng thube khéng vé trang

2.2. Batch certification

6. BDéng goi

6. Packaging

Trang (Page) 3 /4




S chitng thUc.........3.3..\.\1....Quyén 0.

6.1. Déng géi so cap

6.1. Primary packing

6.1.1. Tét ca cac dang thuéc & muc: 2.1

6.1.1. All dosage forms listed in section: 2.1

6.2. Déng géi thir cap

6.2. Secondary packing

6.2.1. TAt ca cac dang thuéc & muc:

13:2.1.

6.2.1. All dosage forms listed in section: 1.1; 2.1.

7. Kiém tra chét lwong

7. Quality control testing

7.1. Vi sinh

7.1. Microbiological

7.1.1. B4 vé trling

7.1.1. Sterility test

7.1.2. Gi¢i han nhiém khuan

7.1.2. Microbial limit test

7.1.3. Binh lvong hoat lyc khang sinh bang vi
sinh vat

7.1.3. Microbiological Assay of Antibiotics

7.2. Héa hoc / Vat ly

7.2. Chemical / Physical

N¢i dung han ché hoic lam rd lién quan dén pham vi chirng nhén :
Any restrictions or clarifying remarks related to the scope of this certificate :

Pham vi chimg nhan bao gdm ca thudc thudc Danh muc thude, duge chit thudc Danh
muc chat cam st dung trong mat sb nganh, linh vuc; thuéc thude Danh muc thude doc,
nguyén liéu doc lam thudce (trr thudc chira chat doc té bao/kim té bao va hormon sinh

duc).

The certified scope including also drugs in the List of drugs and active pharmaceutical
ingredients belonging to the List of substances prohibited from using in certain sectors,
fields; drugs in the List of toxic drugs and toxic pharmaceutical ingredients (except
drugs containing cytotoxics/cytostatics and sexual hormones).

Ngay (day) A0 thang (month) %.. nam (year) 2021

CHUNG THUC BANSA0 BONG VI BAN CHINE

Ngay: 13 -10- 2023

T/M UBND XA TAN TIEN

PHO CHU TICH

t/@a'g/é}» %‘&f/dn Licn

0)..5CTBS /5

| QUAN

Cuc truéong Cuc Quén ly Dugc
Director-General of
Drug Administration of Vietnam

o1

Y A Cap
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