acp MINISTRY OF HEALTH VIETNAM
DRUG ADMINISTRATION

02.::33 No: %Q,w \%ﬁ\.

Certificate of a Pharmaceutical Product Exporting (certifying) country: Vietnam
(This certificate conforms to the format recommended by the World Health Organization) Importing (requesting) country: Republic of Moldova

Proprietary Names (if applicable) and dosage form: TETRACYCLIN 1%, eye ointment Exporting name: TETRACYCLIN 1% EYE OINTMENT

>Wn<n Ingredient (s) and amount (s) per unit dose: Each tube of 5g eye ointment contains: Tetracycline hydrochloride 50mg

hwpwlmm me product licensed to be placed on the market for use in the exporting country? yes _N_ no _H_ If yes, complete Box A, if no, complete Box B.

Eun o0
Q E&_&E_.oo Pharmaceutical Joint Stock Company

e Mwwm 08 Nguyen Truong To street, Hue City, Vietnam

1.W_m .ﬁw 823099

B mﬁmﬁ of licence holder: Manufacturer

1%~_®®n of product licence and date of issue: VD-26395-17 Dated: 06/02/2017
.z&ﬁ ® renewal: December 31% 2024 (according to the letter No. 62/QD-QLD dated
FG8A5272023)

The name and address of manufacturer producing the dosage form:

Medipharco Pharmaceutical Joint Stock Company

Address: 08 Nguyen Truong To street, Hue City, Vietnam

Tel: 02343.823099 not required O not requested D under consideration [] refused (]

Is an approved technical summary appended? yes O no E
Is the attached product information complete and consonant with the licence?

yes ] no 1 not provided _N

Applicant for certificate if different from the licence holder: No

um N nmm Product licence holder:
oy B. Applicant for certificate:

Status of applicant: Manufacturer

Why is authorization lacking?

2. Does the certifying authority arrange for the periodic inspection of the manufacturing plant in which the dosage form is produced? yes ]
no [J If no, proceed to question 3

Periodicity of routine inspection (years): 3 years
Has the manufacturer of this type of dosage form been inspected: yes _N_ no L
Do the facilities and operations conforms GMP as recommend by the World Health Organization?  yes E o LJ

yes _H_ no D " if no, explain:
Address of _the certifying authori Z.mEn of a
Drug Administration - Ministry of Health Vietnam Signature: OGO HWC.QZQ
- Gi Vo - Ha Noi - Viet Nam
s e Stamp and L TRUGNG PHONG

Nouyon Vin L
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B(Q NGOAI GIAQ NUGC CHXHCN VIET NAM
MINISTRY OF FOREIGN AFFAIRS OF THE S.R OF VIETNAM

CHUNG NHAN / HQP PHAP HOA LANH SY
CONSULAR AUTHENTICATION

1. Qubcgia.................. VietNam ...
Ci
O Gidy i, Bi ligu nay
This public decument

2.doOng (BY) .................] Nguyén Vin Lei
has been signed by
d.viichicdanh Head of Division . . . .. ..

acting in the capacity of
4, va con diu cia Drug Administration of Vietnam

thige chimg nhén / hop phap héa lanh sy
Certified
5.4gL.....c........... Hanoi............ 6.ngay....10 .08 2023

at the  (ddimm/yyynt
7.Cd quan cip.... Consular Department

RN N AL LM s o
8.8b... 0222950/ CLS
»

Thanh Vin
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BANSAO\
BOYTE CONG HOA XA HOQI CHY ET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM

CUC QUAN LY DUQC Pjc 1p — Ty do — Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

86/ No.: 9+ /GCN-QLD

7 GIAY CHUNG NHAN THU'C HANH TOT
SAN XUAT THUOC, NGUYEN LIEU LAM THUOC (GMP)
CERTIFICATE OF GOOD MANUFACTURING PRACTICE COMPLIANCE

Phén 1/ Part 1 :

Cén cir quy dinh tai Thong tr sé 35/2018/TT-BYT ngay 22/11/2018 cia Bg
truéng BY Y t€ quy dinh vé Thyc hanh tét san xuit thudc, nguyén lidu lam thubc
(GMP),

Pursuant to 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),

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

Cosdsinxuit:  CONG TY CO PHAN DUGC MEDIPHARCO

The manufacturer: MEDIPHARCO PHARMACEUTICAL JOINT STOCK
COMPANY

Tru s& chinh: S6 8, phé Nguyén Truwdomg Ty, phwong Phuée Vinh, thanh

phd Hué, tinh Thira Thién Hud.

N° 8, Nguyen Truong To street, Phuoc Vinh ward, Hue city,

Thua Thien Hue province.

Dia chi nhiméay:  S6 8, phé Nguyén Trudmg T4, phudng Phuée Vinh, thanh

phé Hué, tinh Thira Thién Hud.

N* 8, Nguyen Truong To street, Phuoc Vinh ward, Hue city,

Thua Thien Hue province. ‘

Legal address:

Site address:

P4 dugc danh gi4 theo quy dinh lién quan dén lviéc cAp Gidy chimg nhén du
diéu kién kinh doanh dugc phil hop véi cic quy dinh tai Diéu 33 Luat dugc sb
105/2016/QH13 ngiy 06/04/2016, Piéu 33 Nghi dinh sé 54/2017/ND-CP ngay
08/05/2017 ctia Chinh phti quy dinh chi tiét mdt s6 diéu va bién phéap thi hanh Lujt
| dugc, Diéu 5 Nghj dinh s 155/2018/NP-CP ngay 12/11/2018 ctia Chinh pha v& viée

stra dbi, bd sung mot sb quy dinh lién quan dén diéu kién dau tu kinh doanh thudce
- pham vi quan 1y Nha nuéc cia Bo Y té va Théng tu s6 35/2018/TT-BYT ngay
22/11/2018 ctia Bj trudng B Y té quy dinh vé& Thyc hanh t6t san xuit thudc, nguyén
liéu Iam thubc (GMP).
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Has been inspected in connection with the issuance of Pharmaceutical business
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 Manufucturing Practice for medicinal products and materials (GMP).

Can ctr két qua danh gié co s& san xuat dugc thyuce hién tir ngdy 2 1/01/2021 dén
ngay 22/01/2021, co s sin xuét néu trén dirgc chitng nhin d4p tmg céc yéu ciu vé Thuc
hanh tét san xuét, Thyc hanh tét phong thi nghiém va Thyc hanh tét béo quéan d6i véi
co s& sén xuét thude, nguyén liéu 1am thubc theo quy dinh tai Théng tu sb 35/2018/TT
BYT ngay 22/11/2018 cha B) truéng Bo Y té, phi hop v6i cic yéu cdu vé Thuc hanh
t6t san xuét thudc theo khuyén cdo ciia Té chirc Y té thé giéi (WHO).

From the knowledge gained during inspection of this manufacturer, which was
conducted from 21/01/2021 to 22/01/2021, 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 (WHQO,).

Gidy chimg nhén nay thé hién tinh trang tudn thi GMP cua co s& san xuat tai thoi
diém d4nh gi4 néu trén va c6 hiéu luc khoéng qué 03 nam ké tir ngdy danh gi4 gin nhét.
Tuy nhién, cédn cr theo nguyen tic quan 1y rui ro, thoi gian hiéu luc cia Gidy ching
nhan ¢6 thé duge rit ngén hoic kéo dai va s& duge ghi tai muc Nhitng n6i dung han ché
hodc 1am r6.

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. '

Gidy chimg nhén chi c6 hiéu hrc khi thé hién day du c4c trang va bao gdm ca Phan
1 va Phén 2.

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

Part 2.

Tinh x4c thuc ctia Gidy chimg nhén nay c¢6 thé duge x4c nhén thong qua ndi dung
dang ti trén trang thdng tin dién tr ctia Cyc Quén 1y Dugc. Néu khong ¢6, hdy lién hé
v6i Cuc Quan 1y Dugc dé duge 1am 6.
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Phin 2/ Part2 :

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.

HOAT PONG SAN XUAT / MANUFACTURING OPERATIONS

Néu co sé tién hanh san xuét céc san phdm ¢6 yéu cu dic biét, nhu: thubc phong
xa hodc cac san phidm chira penicillins, cephalosporins, penems, chét doc té bao/chit
kim té bao, thudc chira hormon sinh duc c6 téc dyng tranh thai, thudc c6 hoat chit nguy
hiém dwoc néu rd déi véi timg dang sin phém hoic 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. Thuébce vo trung

1. _ Sterile Products

1.1. Thubc sén xuit vé trung

1.1. Aseptically prepared

1.1.3. Thubc dang ban rin:
Thudc m& tra mét.

1.1.3. Semi-solids:
Ophthalmic ointments.

1.1.4. Thubc dang I8ng thé tich nhd (<1 00mL):

1.1.4. Small volume liquids (<1 @)\

; ZN
Dung dich nhé mét. Solutions Eye drops. ., \%)
, - ¥
1.3. Xuét xwrémg thuée vé tring 1.3. Batch certification ALy )51

2. Thuéc khéng vé triing

2. Non-sterile products

2.1. Thuée khéng vé tring

2.1. Non-sterile products

2.1.1. Vién nang cirng:

bao gdm ca thubc chira khang sinh nhém
Cephalosporin.

2.1.1. Capsules, hard shell:

including also products containing
Cephalosporins.

2.1.5. Thuéc dung ngoai dang Idng:
Dung dich.

2.1.5. Liquids for-external use:
Topical liquids. 3

2.1.6. Thubc ubng dang Idng:
Dung dich, hén dich, gel uéng.

2.1.8. Liquids for internal use:
Solutions, Suspensions, Oral gels.

2.1.8. Dang bao ché rén khac:

Thutce bt, thubc cém (bao gém ca thube
chira khang sinh nhom erhalosporin).

2.1.8. Other solid dosage forms:

Powders, Granules (including also
products containing Cephalosporins).

2.1.11. Thu6c dang ban ran:

Thudc kem, m@, gel diing ngoaii.,, .

2.1.11. Semi-solids:

Topicals Creams, Qintments, Gels.

2.1.13. Vién nén:

Vién nén, vién nén bao phim, vién nén
bao dwong (bao gdm ca thubc chira

khang sinh nhém Cephalosporin).

2.1.13. Tablets:

Uncoated tablets, Film-coated tablets
Sugar-coated tablets (including also
products containing Cephalosporins).
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5
ification )
2.2, Xuét xudng thuée khéng vé trung 2.2. Batch certifi
6.1. Dong géi so cdp 6.1. Primary packing
6.1.1. Tat ca cac dang thuéc & muc: 6.1.1. All dosage forms listed in section:
1.1; 21. 135 2.1
6.2. Béng géi thir cdp 6.2. Secondary packing
6.2.1. Tat ca cé4c dang thuéc & muc: 6.2.1. All dosage forms listed in section:
1.1;2.1. ' ' 1.1; 2.1.
7. Kiém tra chit lwgng 7. . Quality control testing
7.1. Visinh 7.1. Microbiological
7.1.1. Bd vo trung 7.1.1. Sterility test
7.1.2. Gi&i han rhiém khun 7.1.2. Microbial limit test
7.1.3. Binh Iwg'ng hoat Iyc khang sinh béng vi 7.1.3. Microbiological Assay of Antibiotics
sinh vat .
7.2. Héa hoc / Vat Iy 7.2. Chemical / Physical

Noi dung han ché hoic Iam ré lién quan dén pham vi chirng nhén :

Any restrictions or clarifying remarks related to the scope of this certificate :

Pham vi chimg nhén bao gom ca thuc thugc Danh muc thudc, dugc chét thupe Danh
muc chit cim sir dung trong méot sb nganh, linh virc; thube thugc Danh muc thude doc,
nguyén liéu doc 1am thudc (trir thudc chira chit doc té bao/kim té bao va hormon sinh
duc).

The certified scope including also drugs in the List of drugs and active Dpharmaceutical
ingredients belonging to the List of substances prohibi d g;fwj{g M cgrtain sectors,
lelds; ‘ Stoftoxicarugs and toxic pharmaclytiediiyiored;

Qﬁﬂy% Qﬁhﬂz&%@:@ﬂ#&%ﬁ%ﬁl"ﬂ d sexual hormones). Kzngm)dw SR
sschindul. 7. 9.2...qkB......scs

Ngay: 02 -08- 2023

gdy (day) 12 thang (month) 3.. nam (vear) 2021
Cuc truémg Cyc Quan ly Dwoc
Director-General of
Drug Administration of Vietnam

=
AR TN

" 2 \\ &\
iy = N
Q PHONG
’\COHG.(':'HUNG 5
"\ 804

CAONG CH B it Tudn Cuéng
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2.2. Xuat xwdng thubc khéng vé trang

2.2, Batch certification

6. Doéng go6i

6.1. Béng géi so cap

6.1.1. Tat c cac dang thubc & muc:
1.9 2.1,

6.2. Dong goéi thir cap

6.2.1. T4t ca cac dang thubc & myc:
1.1; 2.1,

7. Kiém tra chét lwong

7.1. Vi sinh

7.1.1. Do vb trung

7.1.2. Gi&i han nhidm khuén

7.1.3. Binh lwgng hoat lyc khéng sinh b
sinh vat

7.2. Héa hoc / Vat ly

N¢i dung han ché hoic 1am rd lién q‘

Any restrictions or clarifying remark:
Pham vi chimg nhin bao gdm c4 thug
muc chat cam sir dung trong mot sén
nguyén lidu doc 1am thude (trir thudc
duc).

The certified scope including also afru7

ingredients belonging to the List of substances prohibited from using)i
RYe o AR

i 1 redrugs and toxic pharmaceyt S rigred;

caﬁﬂgm‘ Qﬁwﬁ)@t zQ!ﬁAWlNE d sexual hormones). \Cl‘fcéL :

fie

s, 7.D.2...qwkMB.....sc78
02 -08- 2023

Ngay:

(%)) ;;: e

R i -;\
{'T c ‘\1'0\‘
a PHONG

| CONG CHUNG | ;
"\ S04
N\

BO NGOAI GIAO NUOC CHXHCN VIET NAM
MINISTRY OF FOREIGN AFFAIRS OF THE SR OF VIETNAM

CHUNG NHAN / HOP PHAP HOA LANH SY
CONSULAR AUTHENTICATION

1. QuOC gid..orvoeeeeeees VietNam
bty Gidy 1, tai libu ndy
This public document

jn Hdng Thi ‘

2.doOng (B8) _................. ranHong Thang .. Ky

Ias been signed by )
3. véf chirc danh ... Notary public .. ...
4 ?;’g;"ug: f;i'm * Notary Office No.4, Ha Noi City
»nears the seal/stamp of

durge ching nhan / hgp phap héa lanh sy
Certified
3 SO Hanoi ... 6. ngay... 03.08/.2023
at the (ddimm/pn
7.Cequancp... Consular Department ..o

b b, 0215540, CLS

w Ky 1én va déng dau
Signalure and seal/stamp
Deputy Chief of Division of Consular Department

1

.

[ 1 %3
cre gigen 7 Cradpt) R
3 i C

(except drugs

gdy (day) 12 thing (month) 3.. nam (year) 202)
Cuc truéng Cuc Quan ly Dwoc

Director-General of

Drug Administration of Vietnam
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