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Cin cri quy dinh tai Tlrбng tч sO ЗSlZОtВЛТ-ВYТ ngiy 22ll|l2O18 cria ВQ truong
ВО Y tё quy dlnh чё Тhцс hAnh tбt sin xuAt thuбc, пgчуёп liQu lДm thuбc (GМР), Тhбпg
ft sб 12I2022ITT-BYT пgdу 2|l|ll2022 cria BQ truOng Вб Y tё sria tl6i, Ьб sung mýt sб
diёu cta Thбng tu.6 3slZOt8/TT-BYT ngiy 22l|112018 cira ВQ trudng ВО Y tё quy d!пh
чё Тhцс hdnh tбt sin хuбt thuбc, пgчуёп liQu lim thuбc (GMP),

Рursltапt to the Circular п' 35/2018/TT-BYT dated 22/1 1/2018 Ьу Miпister of Health
оп Good Мапufасturiпg Practice for mеdiсiпаl products апd malerials (GMP), Circilar
п" 12/2022/ТТ-ВYТ dated 2l/lI/2022 Ьу Minister of Health оп аi,mепdiпg, suрр|еmепtiпg
а пumЬеr ofarticles ofCircular п'35/2018/ТТ-ВYТ dated 22/l1/2018 Ьу Minister of
[Iealth оп Good Мапufасturiпg Practice for mеdiсiпаl products апd materials (GМР),

CUC QUДN LV DUQC chri,ng пhiп:
Tlle Drug Аdпtiпistrаtiоп of Viеlпаm certфes the followiпg:

со sб sin хчбt: сONG Ty сО гHAN DLГqс MEDIpHARco
The mапufасturеr: МЕDIРНДRСО РНАRМДСЕаТIСДL IOINT STOCK СОМРАNY
Тru so chinh: Sб 8 drrirng Ngчуёп Trrrdng ТQ, phrril'ng Phrrбc Viпh, thirnh рhб

нчё, tinh Тhйа тhiёп нчё, viýt Nаm

Legal address: N" 8 Nguуеп Тruопg То ýtreet, Phuoc Viпh ward, Нuе city, Thua
Тhiеп Нuе рrоviпсе, Viet Nалп

Eiaclrinhirпбу: Sб 8 ачirпg Ngчуёп Тrrr}пg ТQ, phrr}ng Phrrric Viпh, thnnh рhб
IIчё, tinh тhйа тhiёп нчё, viQt Nam

Site address: N'8 Nguуеп Тruопg То strcet, Рhuос Vitlll ward, Нuе city, Thua
Тhiеп Hue рrоviпсе, Viet Nаtп

Ei tlugc dбй giб theo quy dinh liёп quan dёп viQc сАр Giбу chrrng пhiп dt diёu KQn
kinh doanh duqc рht hqp vcri сбс quy dinh tai Diёч 33 LuQt dugc sб 1OSZZO1OZqH13 ngAy
0610412016, Diёu 33 Nghi dinh sO SЦlZОt7Д{Р-СР ngAy 08/05/2017 clia Chinh phi quy
diпh chi titit mýt sO Оiёч vA biQn рhбр thi hinh Luit dugc, Diёч 5 Nghi diй sO

155/2018/I.JE-CP пgёtу 12ll|l20l8 cta Chinh pht чё чiёс sta dOi, Ьб sung mQt sб quy
dlnlr liёп quan dбп сliёч kiQn tlAu tш kiй doanh thuбc pham vi quin lf Nhi пчбс cria ВQ Y

GIAY сн(NG NH,IN THvc нАпqн тOт
sдгt xuAT THUoc, NGUYf,N LIpU LAM THUoc (Gмр)

CERTIFICATE ОF GOOD МЛNUFЛСТURING РRЛСТIСЕ COMPLIANCE
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tё чё тhбпg tE sб з5120l8/TT-BYT п
2,1/11,/2022 .ia BQ trч&пg Во Y tё quy tlinh чё Тhцс hппh tбt sin xuAt thuбc, пguуёп liQu
lim thuбc (GМР).

Has Ьееп inspected iп соппесtiоп with the isstlance of pharmaceutical business
liсепsе апd iп ассоrdапсе with the паtiопаl rеgu!аtiопs at Aпicle Зз of pharпlaceutical
Law п' 105/2016/QHI3 dated 06/04/2016, Article 33 of Decree п" 54/2017/ND-CP dated
08/05/2017 of the Gочеrпmепt, detailiпg sоmе Articles апd measures to imрlеmепt
Pharmaceutical Law, дrtiсlе 5 of Decree п" ]55/201ВЛ,{D-СР dated 12/lI/20]8 Ьу
Gоrvеrпmепt сопсеrпiпg rеvisiоп апd acldition of sоmе stipltlatioпs оп trading апd
iпvеstmепt сопditiопs uпdеr the state mапdаtе of Miпistry of Health апd the circular п"
35/2018/TT-BYT dated 22/]t/20l8, Circular п. I2/2022/TT-BYT dated 2t/|1/2022 Ьу
Minister of Health оп Good Мапtфсturiпg practice for пеdiсiпаl prodlrcts апс] пaterials
(GMP).

28ll2l202З,19l s0 san xuAt пёч trёп сlugс chimg йПп dбp ring ci'c Pu cAu чё Тhшс hAnh
tбt.san хчбt, тhцс hanh tбt рhdпg thi nghiQm vi тhцс ьй taiba" il, u6' ";i;;;;xuAt thuбc, пgчуёп liQu lёm thuбc theJ quy dinh 

'?i 
ThO,g t, ,о зiiiоiвzТТ-ВУТ 

"сау22lll/20l8, Тhбпg tu sб l2/2о22ll'I-ВY'| пgity 2|/lll2o22 c.,aF,O truопg BQ У te, pi,l
hоP vбi сбс убu cAu чё Тhцс hinh ttit san xuiitbu,b theo khчуёп сбо сtа iE Й" у ibib15
gi0i (WHO).

Frоп the hlowledge gaiпed duiпg iпsресtiоп of this maпufacturer, which was
coпducted from 27/12/2023 to 28/12/2023, it ь coпsidered that it complies with the
requireпeпts of Good Мапufасtuiпg practice, Good Laboratory pracice апd Good
storage practice for папufасturеr of пеdiсiпаl products апd пaterials as laid dоwп iп the
Circular п' 35/2018/TT-BYT dated 22/1]/2018, Circular п. \2/2022/TT-BY7. dated
21/11/2022 Ьу Miпbter of Health, which complied wilh the requiremeпts of Good
Manufacturiпg Practice as rесопlпепdеd byИorld Heatth Orgaпizatioп TryHq.

GiAy chtmg йfп пiу thё Ыýп tinh tгапg tuan tht GMP cria со s0 sin xuAt tai thoi diёm
сlбпh gii пёч trёп чi сб hiQu lцс khбпg qй 03 пПm kё ttT пgАу d6nh gia gAn пhбt. Tuy пhiёп,
сйп cri theo пgчуёп tic quan щ nri го, thй gian hiQu rw .rl,u Giбу;hй nhfn сб ,iё c,rq.
rut пgйп hoic kёо drii vA sё duo. с фi фi mцс Nhiing nQi dung h4п сhё hобс lim rб.

Thb certiticate reflects the status of the mапufасtuiпg site at the time of rhe
iпsресtiоп поtеd аЬоче апd should поt Ье relied uроп to re/lect the соmрliапсе status if
mоrе thап\'03 years hаvе elapsed siпсе the date о| that iпsресtiоп. Howeyer, this period of
validity mау Ье reduced or extended ttsiпg regulatory risk mапаgеmепt рiпсфlеs Ьу ап
епtry iп the Restictioпs or Clarfuiпg remartB field.

Giбу сhuпg пh{п chi сб hiQu lцс khi thё hiýn dAy dtr сбс tгапg чё Ьао gбm ci phAn 1

чd PhAn z.

This certiticate Ь valid опlу whеп рrеsепlеd with all pages апd borh part ] апd Рап 2.

Tiй хДс thцс cria GiAy ch{mg пhflп пёу сб thё dчо. с хбс пh$п thбng qua nбi dung
dбng tAi trёп trапg thбng tin <liQn tЁ cria Сцс Quin l!,Dugc. Nёч khбng со,lеу fiёп hý vбi
Сцс QчДп lf Dugc dё tfugc lim rб.
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I'he autheпticity of this certфcate mау Ье verified iп website of the Drug
Admiпistratioп of Viеtпаm (Dдl). If it does поt appear, please сопtасt the DAV.

Рhdп2 t Part 2:
IIОl\Т DQNG SАП XUAT / МДNUFДСТURING ОРЕRЛТIОNS

Nёu со s0 tiёп hiпh sin хчбt сiс sAn phAm сб уёч cArr dёс biёt, nhu: thчбс рhбпg х4
hoic сбс sin рhАm chria penicillins, cephalosporins, penems, сhбt dбс tё baozcbбt пй tё
Ьiо, thuбс chfa homron sinh duc сб tбс dpng trrinh thai, thuбc сб hopt chAt nguy hiёm
dugc пёч rб dбi v6i ttrng d4ng sin phAm hopc d4ng bio сhё,

If the соmрапу is епgаgеd iп mапufасturе of products with special requiremeпts e.g.
radiopharmaceuticals or products сопtаiпiпg penicillins, cephalosporiпs, репеms,
cytoloxics/cytostatics, coпtraceptiye sex hоrmопеs, poteпtially hazardous active iпgredieпts,
this should Ье stated uпdеr the relevant product type апd dosageform.

1- Тhчбс чб truпg

1.1, Тhuбс sЁп xult vб trtng

1.1.3. Тhчбс dапg Ь5п Йп:

тhчбс mo tга mбt.

1.1.4. ThUбc dапg lбrц thё ticfr пhб (s1OomL):

Dчпg dich пhё m5t.

13, xuat хfФпg thuбc vб trйпg

2. Тhuбс khбng vб trйпg

2.1. Тhчбс khбпg vб trйпg

2.1.1. Viёп папg сФпg:

Ьао gбm cd thuбc сhфа khапg sinh пhбm
Серhаlоsроriп.

2,1.rs,-Тhuбс dJп} ngoai d?ng lбпg:

1[rD"lпз dich

{tЁ. tn"o""6nn о"* В*
\ý""n dich, hбп dich, gel.

2.1Nаq Ьао 
"b6 

ran Ktаc,

Thuбc bQt, thчбс сбm (Ьао gбm сЁ thuбc
сhФа khбпg sinh пhбm Cephalosporin).

2,1.1 1. Thuбc dgng Ьбп r5п:

Thuбc kem, mO, gel d0ng пgоаi.

2.1.13. Viёп пёп:

Viёп пёп, чiёп пёп Ьао phim, чiёп пёп Ьао
dLrong (Ьао gбm сД thuбc сhфа khбпg sinh
пhбm Серhаlоsроriп).

1. Sterile Products

1.1. Aseptically prepared

1.1.3, Semi_ýolids:

ophthalmic ointm€ntS,

1.1.4, Small volumo liquids (<100mL):

Еуе drop solutions.

1.з. Batch certification 1Б\
2. Non-sterlleproducь ^m-
2.1. Non-storile producb ,* 1.ТЕ

2,1.1. Capsuleý, hard shell: UUdC
inclUding also products,

cephaloSporins.

*

2,'1.5. LiqUids for ехtеrпаl use:

Solutions.

2.1.6. Liquids for iпtеrпаl чsе:

Solutions, Sчsрепsiопs, Gels.

2,1.8. other solid dosag€ forms:

Powdeв, Granules (including also
productB сопtаiпiпg Gерhаlоsроriпs).

2.1.1 1. Semi-solids:

Topical Creams, Topical ointments,
Topical gelS.

2.1.'l3. Tablets:

Uncoated tablets, Film-coated tablets,
Sugar-coated tab|ets (including also
products containing Cephalosporins).
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l
2.2. В atch cedif i с atio п

6. Packaging

6.1. Рrimаry расkiпg

6.2. Secondary packlng

6.2.'1. All dosage forms listed iп section:

1 .1,, 2,1 .

7. Quality control tosting

7.1. Mlcrobiologlcal

7.1.1 . Steriljty tost

7.1.2. Microbial limit test

7.1.3. Microbiological AsSay of Antibiotics

7.2. chemlcal / Physlcal

ýп phgm vi chri,ng пhфп :

?d to the scope otthis ceйftcate :

thuýc Danh mчс thuбc, dugc chбt thuQc Danh
., linh чцс; thuбc thuQc Danh mцс thчбс dýc,

ffi,,._* эhбt dфс tё biolkim tё ЬАо vi hоrmоп sinh duc

includiпg also drugs iп the List of drugs апd асtivе
Ьеlопgiпg to the List of suЬstапсеs prohibi,ted from usiпg iп

certaiп Sectors, tields; drugs iп the List of toxic drugs апd toxic pharmaceutical iпgrеdiепts
(except drugs сопtаiпiпg cytotoxic/cytostatic suЬstапсеs апd coпtraceptive sex hоrпопеs).l .

еiry@аЛ 27 thбпg(tпопth) о2 пбm$lеаr)2024
CUc TRIIoNG
Director-General

сбNG сHUNG VlЁN
Hd тАг.r Tu.{N

i

CHIJNG THUC
Bilt sдо оuшо vdI вiп сttfпн

ttGAy: 29 t2- 202ч

Ц-lt:\

сЧс л\]
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6,'1.1. All dosage forms listed in section: 2.'l.

сб tбc

cнliпG нАш / нФ рнАр нliА [At|H ýч
с 0 N su uR дlп н Е lt т l с дт l 0 lt

Giiу lй laili0u пaу

.сliпq in kе crpaciu ol
{, vi сOп dацсl)s . ,. No.6 Noaary oflict otнa Noi ciФ

a.аБ lre ýarr/shлр о'

'чФ 
chlh0 пhlп /hФ phtp hба lбпh s(

cellilie.l


		2025-07-29T10:20:10+0300
	Moldova
	MoldSign Signature




