Mera NalidcaiteHcia MMabnik Komnani Mimites,

afgpeca: 3asog 2, 515/1 Moo 4, Coi 8, Beurny IHaacpien lerelir, NaTrana 3 Poyn,
®paekca, Myinr, 10280 CamyTnpakapH, Tainamg

CEPTH®IKAT AKOCTI/ CERTIFICATE OF QUALITY

lodpen, kancynu m’ski no 400 M N2 60 & Bricrepax (10x1x6),mo 10 xancyn

8 Bnicrepi, no 1 Onictepy B KAPTOHHOMY KOHBEPTI, N0 B KapTOHHNX KOHBePTIB B KapTOHRIM Kopobuj 3
MapryBaHRaM ykpaitHCLK0K MOBOIO., {Gofen, soft capsules 400 mg Ne60 (10x1x8) in blisters - 10
capsules in blister, 1 blister in cardboard envelope, 6 cardboard envelopes in cardboard box with
labsling in Ukrainian.

KoXHa xancyna MicTuTs: I6ynpochber 400 M/ each capsule contains: 400 mg of Ibuprofen

Ne cepii /Batch No: 25808D1 Kinekicte B cepii(ynakoeku) /Batch size {packs): 16536

Hara eurotosnenys / Mig: 08/02/2025 TepmiH npugatHocTi / Exp: 07/02/2027
KoHTponbHuit Homep /Control No: 25-0252  Ne niuensi / License No- J 1/2528;
PeecTpayjiite nocsiguenns na/RC of drug: NeUA/13624/01/02

Ne GMP cepTudikata / GMP certificate No: 109/2024/GMP

HOKA3HMKN AKOCTI / BUMOTH CREUW®DIKALYT PE3YNbLTAT/
QUALITY ITEMS SPECIFICATION REQUIREMENT RESULT
1. Onunec/ HosracTi kancynu M'sKi 3 npo3lopoto obonowkoto| Bignoaigae 7
Description HaTYPaNLHOrQ KONbopY, BMICT Kancyny - Complies

nposopa, Gesbapana, MacnAKUGTa Piguna./
Oblong capsules with transparent soft shell natural
color, the contents of the capsuie - clear, colorless,

oily liquid.
2, IneHTucikauis Hac yTpuMyBaHus ocHOBHOrO nika Ha %%?r?glfi'g:“
IBynpodiet / Xpomarorpami BUNpoByBaHOro po3uuHy mae
ldentiflcation BILNOBIDATH Yacy YTPHMYBaHHA ocHosHOro
Ibuprofen nika Ha xpomaror;laaw CTaHmapTHoro poaqHH)},
OTPHMaHUX B xoAl KinbKiCHOTo BUaHaYeHHS,

The retention time of the main peak in the
chromatogram of the test solution should .
correspond to the retention lime of the main peak in
the chromatagram of the standard solution,
obtained during the quantification.

OcHoBHa nnaAma Ha xpomatorpami (%IJJHO?I,D.SB /
BOCNIAKYBAHOTO NO34MHY MaE BiOAnosifaTy 3a omplies
CTaHoBWWeM, 3aGapBneHHaAM | poamipom

OCHOBHOTO niiAMI Ha XpamaTtorpami .
CTaHRAPTHOro posunHy/ The principal spot in the
chromatogram of the test solution must correspond
in position, color and size of the main spot to the
chromatogram of the standard solution.

MEGA LIFESCIENCES Public Company Limited

384 Moo 4. Pattana 3 Road, Bangpoo indystrial Estate,
5ot G, Prealksa, Muang Samutprakarn,
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Telephone +66 (0)2 401 B6B5 Fax +66 (0)2 324 0451
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He menwe 75,0 % {Q) Big 3asBReHor KinbKocTi Bianosigae /

3 i
DSl NS 945 X6. /NMT 75,0% (Q) of labeled amount in | Complis

45 min

4, CynyTHi [omiwu / Homlwky € = He Ginbie 0,25 %; ! Substances C Bianosifae/Complies
Related substances: — NMT 0,25%;

Aomiiky J— pe Binbwe 0,25 %: / Subsilances J — Bi,qnosi,qaelComplies
NMT 0,25%;

Bi,qnosmaelComplies
NoMiwky D : NPV BUNYCKy - He GinbLue 0,30 % o
Substances D -~ NMT 0,30%;

!H,qnai.qyanbnoi'Hei,qen‘rmbil{ymlmi' powmiwky- | Bianosinae/Complies
He Binbwe 0,20 %: / ind. Non-iden. impurity ~ NMT
0,20%;

Binnoainae/Complies
Cyma [lomiwok - He Binbwe 0,70 % ! Totally
related substances — NMT 0,70%

Bin 380,0 mr oo 420,0 mr iGynpotheHa g Kancyni 398,0 Mr/ xancyny
5. Kinbxi I(95,0-105,0% Bif 3anBneHof Kinbroeti} / mg/capsule
A'ssrayb (ICHe BU3HaeHHs from 380,0 mg til 420,0 mg of ibuprofen in capsule

(95,0-105,0% of labeled quantity)
E};ﬁ’é‘é‘ﬁf’,’&”&ﬁ{,‘;uub, MMoBWHHE Bi}]l‘l‘OBi,anH BEMOram / gi;:lnoleginael
lt“'Jnlifr::rmity of Dosage To comply requirements omplies

Ines
B 1 r npenapara Ronyckagthen Bakrepiitf Bacteria:
He 6inbp e 10§6arcrepl¥?1 ¥ 102E’rpv56|3. ! 0 KOE/r &CFU_/g)
. . NMT 10° of bacteria and NMT 10° fungi are pubis / unEJu:

zh"é‘;gg;"?ﬁg?g {Jl;g?ogical accepted in 1 g of formylalion. 0 KOE/r (CFU/g)
purity He fnonycxaeTben: Escherichia colis 1r BigcyTHi g ir

npenapara /Not accepted: Escherichia colj in 1g of npenapara / Absent/g
formulation,

Bara sunayj ceptudukara/ Cerlificate is issueq on: 26/03/2025

Livm 5 ningTeepmKy:o, Wo HaBegeHa Buue iHdbopmalia e AOCTOBIPHOK | TouHOMW. Llle' cepit
npoaykyii 6yro BupoBneno (BKMIoYaroyn YNaxkoBky i MapkyBaHHA) | npoBeneHo KOHTRONL 1T AKoCTi
Ha BUWe3ranaHomMy 3agoni innoBigHo o creludikaufi, o MictuTben g peecTpaulitHomy focke Ha
NPenapar ana nocniaxysaMoro nikapebkoro 3acody. [lpoTokonu BUPOBHWUUTBA, ynakosku Ta
aHanisis 6ynu po3rnsnyri | BeTaHoBNEHD Bi,anBf.qu'CTb GMP/ _

By this [ certity, that the mentioned above Information is reliable and correct. This batch of product has

been manufactured {including packaging and labeling) and quality control of it is done on {he above

mentioned site in accordance with the specification from the registration dossier of the investigated drug.

e
AnpekTop 3 kouTporo sKoCT] 1QC Director/l-’lfr

384 Muao 4, Pattana 3 Road, 8angpoo Industral Escate,
Soi 6, Preaksa, Muang Samutpratearn,
Samutprakarn 10280, Thailarg

Telephone +66 (0)2 401 BE86 Fax +66 ()2 324 045

L




/5

AEPIKABHA CJIIVIKEA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 34 HAPKOTHKAMUT Yy M. KIIEBI

npos. Hanif Ceitmuunof, 3, 02099, Ten. (044) 295-26-85
E-mail: d[s.kyiv@d]s.gov.ua, Kog €IPTIOY 37079055

BHACHOBOK

Npo AKicTH BBe3eHoro Yxpainy JiKAPCBKOTO 3acoly

29.04.2025 Ne 21307/25126

T'O®EH 400

{maiivenysanng fnkapekkoro sacofy arinuo 3 PeceTpailiifnmun nocBiuent)
Kaneyura msxi no 490 MT, i6 10 kancyn y Oaicrepi; mo 1 baicrepy y KAPTOHHOMY KOHBEpTI;
10 6 xapronuny KOHBEPTIB ¥ KapTomnmiii YHnaxogii

(thopma sunyexy, HO3ypanIta, Bux NaKyBauKs NiKkapCHROFD 3aco6y)
Howmep peecrpauiitioro nocsiguenns UA/13624/01/02 CTpok aif peccrpauiitnoro mocainyenms HeoOMexen it
Cepis mikapchkoro 3acoby Ne 25B08D1 Kinsxicrs Beesetoro nixapekkoro sacoby 13248

BupoGunx Mera Jlatidcaitencis abnix Komrrani Jlimiren, Tainamny
{Haiimenypaung BHPOBHHKA nikapeLkoro 3acoly, kpafna TIOXOMKENTHS)

Torapucrro 3 odMexxenoro Bianozinansmicrio "Mera JIai‘nbcafiencis",

Boeaeno b Vipaiy iaenT. xop: 39405050

(nabiMenybanig s KOR 32 CAPTIOY OpHANYIIOT 0coBH ado npisnHme, im's, o Barnroni diznuney
0co6M - mignpuemus, i Micne nposxisatng Ty PeECTRauifinni nomep o6nikoro] KAPIKY MaTHuKa
Nonarkis abo cepis Ta HOMEp NacnopTa)

HNporokon isyansnore konTpomo Big 10.04.2025 X 1098/01.10-25/1,

Naboparopunit ananis AKOCTI Mmikaperkoro 3aco0y sailicHenuis:

JlaGoparopis 3 KOHTPOITO sKocTi nikapehkux sacofis TOB "AOBPOBYT-JIIKWJIAR" (M. Kuis,
BYJL. I-Ionr‘opo,mCiBepcmca, 6yn.3, mexurnon; OpEMiments 92)

(naliMenysatus Micuesnaxoskenny AaGoparopil, o Nposena naGoparopmui ananis AKocTi)

BheHOBOK wozo axocti HKAPCHKOro 3acoby, supani; naboparopicio sin 29.04.2025 No 534-25

Pesynyrati labopatoprioro aHai3y TKOCTi Aikapeskoro 3aco0y 3a nepenipermmy Noxasiukamu BignosinaroTs
BHMOram meronin konTponio AKoeT] (auaniTmHo-HopmamBHoi' JAOKYMCHTAUIT),

3a  pesynyratvamu AepkaBHOTO  KoHTpOmIG BCTAHOBIIGHO, Lo JiKapeeruit  zaci6 BBE3CHO B Vikpainy 3
JOTDHMANISIM BHMOT 3aKOHOAaBCTRA H10%0 sabesneuenns axocri niKapgriux sacobis.

“+PGOEIB T4 >

Lo o
‘O‘l‘t\t‘*‘““ ot !rc.;}"’%
Havanpupk am% » Mxona XOJNOJEHKO
(mocanona o rany Ebsia o) {nimmuc) (ininiany a npispme)




Mera Jlakhdcaitercis Mabnik Komnani JlimiTen,

aApeca: 3asog 2, 515/1 Moo 4, Coi 8, bewrny InpacTpien Icreiit, Marrana 3 Poyn,
®paekca, Myinr, 10280 CamytnpakapH, TatnaHg

CEPTH®IKAT SAXOCTY/ CERTIFICATE OF QUALITY

lrothen, kancynu M’axi no 400 mr Ne 60 & GnicTepax (10x1x6},ro 10 kancyn

B Brictepi, no 1 Gnictepy 8 KapTOHHOMY KOHBEpTi, N0 6 KAPTOHHUX KORBEPTIB B KapTOHHIll kopobLi 3
MapKyBatH#AM yKkpaiHcbkoto mosota. /Gofen, soft capsules 400 mg Ne60 (10x1x6) in blisters - 10
capsules in blister, 1 blister in cardboard envelope, 6 cardboard envelopes in cardboard box with
labeling in Ukrainian.

KoxHa kancyna micTuts: IBynpocben 400 mr/ each capsule contains: 400 mg of [buprofen

Ne cepii /Batch No: 25B08C1 KinbkicTs B cepii(ynakosku) /Batch size (packs): 16386
fata surotosneHns / Mig: 08/02/2025 TepmiH npuaatHocTi / Exp: 07/02/2027
KoHTponsHuil Homep /Control No: 25-0251  Ne niyexsii / License No: J 1/2528;

PeecTpauifite noceigvenHs na/RG of drug: NeUAf13624/01/02

Ne GMP ceprudikata / GMP certificate No: 4 09/2024/GMP

TOKA3HUKY SKOCTI / BUMOI'M COELU®IKALIT / PE3YNbTAT/
QUALITY ITEMS SPECIFICATION REQUIREMENT RESULT
1. Onuc/ LlOBracTi kKancynu M'siki 3 NPO30Poko OBONOHKGID Bianoeigae /
Description HaTypPanbHOrQ KONLOPY, BMICT Kancynm - Complies

nposopa, OeaBapBHa, MacHAHUCTS pianHa./
Oblonﬁ capsules with transparent soft shell natural
N

color, the contents of the capsuls - clear, colorless,
oily liquid.
2, ineHTudikanis Hac yTpuMyBaHHA OCHOBHOTrO Nika Ha %'grr:.?&'i‘ggs‘l
16ynpoden / XpoMaTorpami BUNPoGyBaHOTO PO3UUHY Mae
ldentification BIANOBIOATY Yacy YTRUMYBAHHS OCHOBHOIO
Ibuprofen MHKa Ha XpOMaTOrpaMi CTAHAAPTHOrO PO3UYMHY,

OTDUMaHUX B XoA! KINLKICHOro BU3HAYeHHsH.
The retention time of the main peak in the
chromalogram of the test solution should
correspond to the retention time of the main peak in
the chromatagram of the standard solution,
obtained during the quantification.

OcHoBHa NiisiMa Ha XpoMaTorpami Binnosinae 7
DOCIIAXYBAHOIO PO34MHY MaE eigngeigaTty 3a | Complies
CTAHOBMILEM, 3a0aperAeHHam | po3mipom
OCHOBHOrO NnAMI Ha Xpomartorpami .
CTaH,qa{.)THOI'O pozuuny/ The principal spot in the
chromatogram of the test solution must correspond
in position, color and size of the main spot to the
chromatogram of the standard solution.

MEGA LIFESCIENCES Pubilic Company Limited

384 Moo 4, Pattana 3 Road, Bangpoo Industrial Estate,
Soi 6, Preaksa, Muang Samutprakarn,
Samutprakarn 10280, Thaitand

Telephone +56 (0)2 4015886 Fax +66 (0)2 324 0451
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3. PosuyHeHHs /
Dissolution

He meHwe 75,0 % (Q) sin 3asBneHol kinbkocTi | Bignosigae /
3a 45 xs. / NMT 75,0% (Q) of labeled amount in | Complies
48 min

4. CynyTHT Domixm /
Related substances:

Jomiwiu C — He Binblue 0,25 %; + / Substances C| BIANoBizae/Complies
— NMT 0,25%;+

Homiwkn J— He Ginslue 0,25 %: + Substances J Bignorinas/Complies
— NMT 0,25%;+
Bigrnosigae/Complies
flomMiwky D : npu Bunycky - He Ginblue 0,30 % ; /
Substances D — NMT 0,30%:

IHauBinyansHoi HeigeHTUgIkyouOT gomiwkn- | DiAnosiaae/Complies
He Binbwe 0,20 %; + / NMT 0,5% ind. Non-iden.
impurity — NMT 0,20%; +

Binnosigae/Complies
Cyma Homiwox — He Ginbie 0,70 % { Totally

related substances — NMT 0,70%

5. KintKicHe BuaHaveHHs /
Assay

Bin 380,0 Mr fo 420,0 mr iGynpodiena B Kancyni 404,0 Mr/ kaneyny
(95,0-105,0% Bia 3asBneHol KinbkocTi) / mg/capsule

from 380,0 mg till 420,0 mg of ibuprofen in capsule
(95,0-105,0% of labeled quantity)

6. OpHopigHicTb

yucToTal Microbiological
purity

LO30BaHKX OAMHKUD | MoBuuua Bianosigatv BuMoram / Bignosigae /
Hni{ormity of Dosage To comply requirements Complies
nits
B1ir npenaparta JonycKaeTkcs Bakrepii/ Bacteria;
He binbute 10° 6akTepiii v 10° rpybis. / 0 KOE/r ,@CFWQ)
. ; ; NMT 10° of bacteria and NMT 10 fungi are [puGis / unE;Jt:
7. MixpoGionoriuua accepted in 1 g of formulation. 0 KOEfr (CFU/qg)

He nonayeckaerbon: Escherichia coli g Ir . .

" . BiacytHie 1r
npenapara /Not accepted: Escherichia coli in 1¢g of nperapaTa / Absent/g
formulation,

Data supauvi

Lum a niateepmkyo, wo

npoAyKuii 6yne BuMpobBneto
Ha BrUe3ragjaHoMy 3aBoAi B
npenapar Gna Apocrigwysa

ceprudpukara [ Certificate Is issued on: 21/03/2025

HaBefeHa suue iHdopmMauia € gocTosipHo | TouHoo, U cepiio
{exmoyaroun ynakoaxy i MapKyBaHH:) | NpoBegeHo KOHTpoONk 1f AKocT
iAnoBinHO Ao cieyudhikanii, O MicTUTLCA B peecTpauiftHOMY OOCLE Ha
HOTO nikapcekoro 3acoby. MpoTokenu BUPOBHULTBEA, YA3aKOBKK Ta

aHani3iB BYNM po3rnsHyTi i BCTaHOBAEHO BignoBiAKicTL GMP/
By this | certify, that the mentioned above information is reliable and correct. This batch of product has

packaging and labeling) and quality control of it is done the above
with the specification from the registration dossier of t[*?-’ \(-\gatig%e. drug.
g@ﬁﬁa ce_Dasy

been manufactured (including
mentioned site in accordance

established.

Protocols of manufacture, packaging and analyzes were reviewed and the GMP
| i

Aunpexrop 3 koHTponto sikocTi / QC Director

X7

MEGA LIFESCIENCES Public Company Limited

384 Moo 4, Pattana 3 Road. Bangpoo Industrial Estate,
S0i 6, Preaksa, Muang Samutprakarn,
Samutpralcarn 10280, Thailand

Telephone +65 (0)2 401 8686 Fax +85 {2324 0451
info@megawecare.com




JAEPXKABHA CIVIKBA 3 IIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 34 HAPKOTHXAMU y M. KHEBI

npos. Hagit Csitniunof, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
PO sKicTh BBezenoro B Yxpainy nikapenkoro 3a2co6y

29.04.2025 Ne 21309/25/26

TODEH 400

(Haiimenypann nikapcskoro 3acoly srimro 3 peecTpanitinmm NOCBIAUEHHM)
Kasteynn m’sei mo 400 mr, no 10 xancyn v 6aicere i; no 1 6aicre KaPTONNOMY KouBepTi;
¥ s
110 6 KAPTOHHHX KRONBEPTIR ¥ KapTommiif yuaxoeui

{¢hopma sunycry, HO3YSAMHA, BEL IIAKY ANy nikapesroro 3acofy)

Homep peecrpauiitnore nocsinuenns UA/13624/01/02 CTPOK Aif peecTpauiittoro nocnizuenns HeoOMesxe Hui

Cepist nikapeskoro sacoby Ne 25B308C1 Kinskicrs spesenoro mikaperkoro sacody 16386

BupoGnui Mera Jlafidhcaitercis Habnix Konrrami JimiTen, Tainamy
{(ualinenynatg BHpoOGIHKR Nikapeskaro 3aco0y, kpaiua Noxo/uentis)

Tosapnerso 3 00MEKEeHDIO BianoBinansuicro "Mera JIaiiq)caﬁcnch",
ineut. kop: 39405050

Breseno g Ykpainy

(nafiMenysanng ra wog 3a CAPTIOY wopuanumno] 0cobH abo npiapuine, iM'9, No GarLroni hisnanof
0co0H - niznpuenig, iT Micue npoxueanns Ta PeecTpauifHit HoMep OGRINOBOT KapriM naFien
nonarkis aio cepin va Homep nacnopra)

MpoTokon eisyansnore xouTposno six 10.04.2025 n 1098/01.10-25/2.
Haboparopuuii anasis AKOCT Niikapchkoro sacoBy sailicHenmt:

Haﬁopa'ropisx 3 KOHTPOIIIO SIKOCT] TKApCHKHX 3ac06is TOR "HOBPOBYT-JIICHUITAE" (M. Kuts,

BYJI. I-Iosro]go,u-CiBepcmca, 0ya.3, mexcurnon; IpHMIITEHT s 92)

(nativenyrang ta micLesuaxomicenuy nagaparopii, uo Nposesa raboparopumit aianiz fKOCTE)

Bucnosox mono axoer nixapesioro sacoBy, runanmi naGopatopieto nin 29.04.2025 Ne 535-25
Pesynyrary Nafopatopuoro AHANIZY AKOCT Jikapeskoro 3acoly 3a nepenipennmy Tokaskukavy BignoBigaroTs
BUMOram nMeTopis KOHTPONIO sKkoCT] (aﬂa.niT:itIHo—HopmamBHoi' ZORYyMeHTauiT).

3a  pesynpraramy AEPARHOTO  KOHTPOIIO BCTAHOBACHO, 10 nilca/n('mﬁ 3aci6  opesemo g Vipainy 3
NOTPHUMAHHAM punor “AKOHOAABCTRA 1Mo K0 3a6earreuenns xocTi gt c;{(’:mcux 3acoBin.

Miuxona XOJOJIEHKO

(niattue) (iniuianm 14 npissuie)
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