JNIEP’)KABHA CJYKBA 3 JIKAPCHbKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KHiBCHKIA OBJIACTI

npos. Citmuunoi Haxii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-415 \/
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774
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BUCHOBOK
PO AKICTH BBE3€HOT0 B YKPaiHy JiKapcbKOro 3acod

19.12.2025 Ne 58355/25/10

ADPOPUIA MAKC EKCIIPEC

(HaliMEHYBaHHS JIIKAPCHKOTO 3ac00y 3riIHO 3 PEECTPALIHHMM NOCBIA4CHHSAM)
Karncy/u m'siki o 400 mr, no 10 kancys m'skux y 6uicrepi, no 2 6aicrepu y KapTOHiN
Kopooui

(dopma BHIyCKy, JO3YBaHH:, BUJl TAKYBaHH: JIIKapCbKOTO 3aco0y)
Howmep peectpauiiitoro nocsimuenns UA/18232/01/01 crpox ii peectpauiinoro nocsigdenHs 01.01.2099
Cepis nikapcekoro 3acoby Ne AMU00225 KinbKicTb BBE3€HOTo Jikapchkoro 3acoby 84

BupoGHUK Jxenrtek [paiiser Jlimiten, Inmis
(HaiiMeHyBaHHs BUPOGHHKA JIikapChKoro 3acoly, KpaiHa MOXODKEHH)

Bgesero B Yikpainy TosapucTso 3 06mMexenoro Bixnopinansuictio "JIEJIbTA
MEJIIKEJL", inenur. koa: 39448817

(naiivenyBanus Ta ko 3a €JIPTIOY ropuaudroi ocobu abo npiseuie, imM's1, 1o 6aTeKOBI Qi3UUHOT
0co6w - mignmpuemil, i Micue IPOXUBAaHHA Ta peecTpaliiHHii HOMEp 006J1iKOBOT KapTKH TIATHUKA
rnojiaTKiB a0 cepis Ta HOMep MacrnopTa)

Ipotokoa Bisyaasnoro konrpoumo six 24.11.2025 Ne 3668/3.

Jla6opaTopHuii anai3 sKoCTi JTiKapchKoro 3aco0y 3/iHCHEHHMI:

JIaGopaTopisi 3 KOHTPOJIIO AKOCTI JTiKapchKHX 3ac06iB ToBapucTBa 3 0OMEKEHOIO BiI[IOBIJAJIBHICTIO
"JIIKWJIAB" (M. Kuis, Byn. Hosropoa-CiBepebka, 6y/1.3, HEOKMTIOBE NpUMILICHHS 92)

(HaliMeHYBaHHS Ta MiCLIE3HaX0/LKeHHs J1abopaTopii, 1o nposea nabopaTopHuit aHaJi3 SKoCTi)

BHCHOBOK [I0JI0 AKOCTI TiKapchKoTo 3acoby, Branmit maGopatopiero Bix 19.12.2025 Ne 25-265

PesynbTaTh TaGopaTOPHOTO aHali3y SKOCTi JIIKapChKoro 3acoly 3a NepeBipeHNMH TTOKa3HUKaMHU BiAMOBiIAOTH
BHMOTaM METOJIiB KOHTPOIIO SKOCTi (@HAIITHIHO-HOPMATHBHOT T0KyMEHTALliT).

3a  pe3yNbTAaTAMH JIEPXABHOrO KOHTPOIIO BCTAHOBJNEHO, IO JiKAPCHKHH 3aci6 BBE3eHO B YKpaiHy 3

AOTPHUMAHHSAM BuMOT 32KOHOIaBCTBA IIOI0 3a6e3eueHHs AKOCT] TiKapChKHX 3aC00iB.
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Ceptudikar sikocti Ne 2509049

HaimeHyBaHHA npoaykuii:

APDPULOA MAKC EKCIIPEC

[depxxaBa-BUPOOHUK: IHAais
KpaiHa-imnopTtep: YkpaiHa

Homep peecTpauiiiHoro

NoCBiOYeHHA: UA/18232/01/01

Cuna fii/akTUBHICTb:

1 kancyna m’'saka mictute 400 Mr iGynpodery

Jlikapcbka dopma:

Kancynu m'siki

Po3Mip Ta TMN nakyBaHHA:

no 10 kancyn m'akux y Gnictepi; no 2 Brictepy y KAPTOHHIN Kopob

Homep cepii: AMUQ00225
Pozwmip cepii: 24072 ynakoBok
fdara BupoGHuUTBA: 07.2025

Harta 3aKkiH4eHHsA TepMiHy 06.2028

NPUAATHOCTI:

HaimeHyBaHHs,
MicLe3HaXomKeHHs,
HOMepH niueH3si Ta

ceptudpikaTu BignoeigHocti GMP
BCiX AiNbHUAUL 3 BUpOOHUUTEA Ta

KOHTPOJIKO AKOCTI:

IHois

HaimeHnyBaHHA: [xenTtek MNpaiiseT JlimiTeq
MicueaHaxompxkeHHs: QinsHuua Ne 24, 26/3, 27/2, ApasaHaxanni
ATTiBene, Baxwranop-Xocyp Poyn Banranop KapHataka 562 107,

Homep niuensii: KTK/25/422/99
CepTudikar BignosigHocti GMP: GMP Ne 032/2024/GMP

Moka3HuK

MeTopa koHTponk

Bumoru cneumdpikauii

PesynbTaTtu KOHTpONO

Mpo3zopi oBanbHi M'AKi
XenaTuHoei kancynu Bnigo-

Onuc BHyTpiwwHil Bignoeigae
XOBTOr0 KONbopy 3 NPO30pUM
HanoBHEHHAM
; €ep.Papwm. 830 mr
CepeaHsa maca BMicTy 295 (768,00 — 892,00) 829,2 mr
OpHopigHicTe Macu . He Ginbwe 2 kancyn 2 7,5%,
BMicTy 2 9 5p : wofHa kancyna 2 15,0% Bianoeinae
- Big cepefHbOi Macu BMICTy
Poanapahns EBZ.g)a:pM. He Ginbwe 15.0 x8unuH 07 xBunuH 27 cekyHg
BwmicTt BOgu BHyTpILWHIA
(meTon Kapna-®iwepa) Esp.dapm. He Binbwe 9,0 % 3.7 %
2.5.12
YHac yTpuMyBaHHA niky
iBynpocheHy Ans
s BHyTpiWHIA O0CniaXyBaHoro po34uHy
:ge:T:;);:aum €ep.Papwm. NOBWHEH BignoBsigaTtn Yyacy
A)yMZTo BEPX 2228 YTPUMYBaHHS MiKy Bignosigae
A iBynpodhery ans
CTaHOapTHOrO PO3YUHY
Ha Y® — cnekTpi
BUNPoBYBaHOro PO3YUHY
BHyTpiLWHIA MaKCUMYMW NOrNUHaHHSA
B) meton Yo E€sp.dapm. NOBUHHI cnocTepiraTues npu Bignoeigae
2225 [OBXWHI XBUnNi 264 HMm i 272
HM
OpOHopiaHICTL 4030BaHUX
oauHuub (PBM) Cag.é):gm. Bignosigae €ep. ®apm.
Il(ﬁin:x;cc:;;:uaﬂaqeﬁﬂﬂ gl-éyTg)I:JHhiqﬁ 380,00 Mr - 420,00
ynp 3.2 28 ’ mr/kancyny

(400 mr + 5%)




MokasHuk MeToq KOHTpOnto Bumoru cneuundikauii Pe3yneTatu KoHTpono
CynpoBigHi goMilKu
2,4 IBPA no BigHoweHHK© o He Ginbwe 0,3 % (M/M) o
iBynpodery 0,020 % m/m
PIBAP no BigHoweHH0 Ao BHyTpiWwHiK . )
iBynpodery SBP-Z‘DGPM- A i 0,003 % m/m
ByAab sika iHauBiayansHa 22.29 .
HecneuudikoBaHa AoMmillKa He Ginbie 0,1 % (w/m) 0,041 % m/m
Cyma HecneuundikoBaHux
AOMILLOK He Binbwe 0,5 % (M/m) 0,078 % m/m
Po3uuHeHHA BHYTpILHINA i (Sx)cep=102,81%
16ynpocbeH €sp.dapm. He meHLiie 75% (Q) 32 MiH = 101,66 %
30 XBUNUH, _ 5
2.2.29 " make = 103,34 %
USP - 711 ANS KOXHOT Kancynu
Mikpob6ionoriyHa uucToTa
3aranbHa KinbKicTb )
aepobHKUX MiKpoopraHiamie AR S
3aranbHa KinbKicTb
OPDKOKOBUX Ta nniceHesunx < 102 KYO/r <10 KYO/r
rpubie
TonepaHTHI 4o XoBui
rpamHeraTusHi GakTepii s 102KYO/r <10 KYO/r
Escherichia coli
BigcytHiB 11 BigcytHiB 11
E€sp.Papm.
Salmonella 2.6.12,
26.13 BigcytHiB 10T BigcytHiB 10T
Pseudomonas aeruginosa
BigcyTHie 11 BiacytHis 1T
Staphylococcus aureus
BigcytHiB 11 BigcytriB 11
Clostridia BiacytHis 1r BigcytHiB 1T
Candida albicans BigcyTHiB 11 BigcytHig 11

Lium 51 3aceinvyto, Wo HaBedeHa Bulle iHGopmaLis € 4OCTOBIPHOK Ta To4HOH. Lito cepito npoaykuii 6yno supo6neHo,
BKIMKOYAKOYM NaKyBaHHS/MapKyBaHHA Ta NPoBedeHO KOHTPonb il AKOCTI Ha BMLe3a3HAMeHi AiNbHULI Y MOBHIN
BignoeigHocTi 3 Bumoramun GMP, BCTaHOBNEHWMM MICLIEBMM pPErynATOPHUM OpPraHoM, a TakoX BignosigHo go
cneuudikauin, Wo MICTATLCA Y peecTpauiiHOMy AoCkLE KpaiHu iMnopTepa. MpoTokonu BUpoGHULTBA, NakyBaHHA Ta
aHanisis 6Gyno nepernsHyTo Ta BCTAHOBNEHO BiAnoBiagHicTe GMP.

IM's Ta nocaga ocobu, ska Buaana fo3sin Ha Bunyck cepii: Cynthia Adams, YnosHosaxeHa ocoba

Mignuc: /nignucano/ Oarta: 12/09/2025

NEYATKA




Certificate of Quality #:2509049

Name of product:

AFFIDA MAX EXPRESS

Manufacturing Country: India
Importing Country: Ukraine
Registration Certificate Number: | UA/18232/01/01

Strength/Potency:

1 soft capsule contains 400 mg ibuprofen

Dosage Form:

soft capsules

Package size and type:

10 soft capsules in a blister, 2 blister in a carton box

Batch Number:

AMUO00225

Batch Size:

24072 packs

Date of Manufacturing: 07.2025

Expiry date: 06.2028

Name,

address, Site Name: Geltec Private Limited

license number and
certificate of GMP
Compliance of all
manufacturing and quality
control sites:

Address: Sr Ne 24, 26/3, 27/2 Yadavanahalli Attibele, Bangalore-
Hosur Road Bangalore Karnataka 562 107, India

License number: KTK/25/422/99

Certificate of GMP Compliance: GMP No. 032/2024/GMP

Parameter Method of Requirements of specification The results of
control control
Description In-House Pale yellow color, oval shaped, Complies
transparent soft gelatin capsules
with clear fill materials
Average Fill Weight Ph. Eur. 2.9.5 830 mg (768.00 to 892.00) 829.2 mg
Uniformity of Fill Weight Ph. Eur. 2.9.5 < 2 capsules 2 7.5 %, Complies
No capsule 215.0 %
Of average of fill weight
Disintegration Ph. Eur. 2.9.1 NMT 15.0 minutes 07 min 27 sec.
Water content (by karl-Fisher) In-House NMT 8.0% 3.7 %
Ph. Eur. 2.5.12
Identification test The retention time of ibuprofen in Complies
In-House the sample preparation should be
- by HPLC Ph. Eur. 2.2.29 | comparable to the retention time of
ibuprofen peak in the standard
preparations
-by UV The sample solution should exhibit
In-House absorption maxima at about 264 Complies
Ph. Eur. 2.2.25 nm and 272 nm @
M
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Parameter Method of Requirements of specification The results of
control : control
Uniformity of dosage units (MV) | Ph. Eur. 2.9.40 To comply as per “Ph.Eur” Complies
Assay In-House 380.00mg — 420.00 mg/capsule 403.36 mg
- Ibuprofen Ph. Eur. 2.2.29 {400 mg + 5 %)
Related substances
- 2,4 IBPA relative to Ibuprofen NMT 0.3 % wiw 0.020 % wiw
- PIBAP relative to Ibuprofen In-House - NMT 0.3 % wiw g-gg? :f W;W
- Any individual unknown s NMT 0.1 % wiw ' R
Impurities
- Total of other unknown NMT 0.5 % wiw 0.078 % w/w
Impurities :
Dissolution In-House NLT 75 % (Q) in 30 minutes for | (S x) mid =102.81 %
- lbuprofen Ph. Eur. 2.2.29 each capsule min = 101.66%
USP-711 max = 103.34 %
Microbiological analysis
- Total Aerobic microbial Count Not more than 103 cfu/g <10 cfulg
- Total Yeast & Moulds Count Not more than 102 cfu/g <10 cfulg
- Bile-Tolerant Gram-Negative Not more than 102 cfu/g <10 cfulg
bacteria Ph. Eur.
ebrcnbls g posent n g
: Absentin 10 Absent in 10g
- Pseudomonas aeruginosa Absentin1g .
Absentin 1g
- Staphylococcus aureus Absentin 1g _
i Absentin 1g
- Clostridia Absentin 1g ——
- Candida albicans i sentin 13
ARt 1 Absent in 1g

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

Name and position of the person issuing the permit for batch release CA«}M MW 3 Q‘Y WJ\DEI@L oA

Signature:

W

STAMP

Date of Release:

(oloales




JIEPYKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KHiBCHKI OBJIACTI

npos. Ceitnuanoi Hanii, 3, m.Kuis, 02099, Tex/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774 .

BUCHOBOK
IIPO SIKICTH BBE3€HOT0 B YKpaiHy JiKapchKOro 3aco0y

19.01.2026 ‘ Ne 1300/26/1011

ADDPUJIA MAKC EKCIIPEC

(HaiiMeHyBaHHS JIiKapcbKoro 3acoly 3rifiHo 3 peecTpauiifHiM MOCBITYEHHSM)
karncy/m m'saki no 400 mr, no 10 kancy M'SKHX y aicrepi, mo 2 6iicTepu y KapToHiii
Kopooui

(dbopma BUITYCKY, IO3yBaHHs, BU/L IIaKYBaHH: nikapchKoro 3aco0y)’
Homep peectpaiiinoro nocsiguenns UA/1 8232/01/01 crpox aii peectpaniitnoro nocsixaenns 01.01 .2099
Cepin nikapcekoro 3acoby Ne AMU00225 KinbKicTs BBe3eHOT0 ikapchkoro 3acody 9996

Bupo6HUK Txenrex [paiser Jlimiten, Inais

(HaliMeHyBaHHs BHPOOHMKA JIIKapChKOro 3aco0y, kpaiHa MOXOJKEHHS)

Baesero B Ykpaily ToBapHCTBO 3 0GMEKEHOI0 BilNMOBIAaNLHICTIO "NEJBbTA
ME/JTIKEJI", inent. xox: 39448817

(HaliMeHyBaHHS Ta KOJI 33 €JIPTIOY ropuanuHoi ocobu abo npi3BuILE, iM's, TIO 6aTbKOBI (Pi3nyHOT
0co6H - MiANpUeMIL, il Miclie TPOXKHBAHHS Ta peecTpauiiinuii Homep 061ikoBOi KapTKH IJIATHHKA
rojiaTKiB abo cepis Ta HOMep 1acropTa)

Tporoko Bisyaasoro kontpoio six 16.01.2026 Ne 0059/3.

3a pesyabTaTaMH JEPKABHOTO KOHTPONIO BCTAHOBJICHO, IO mikapcekuif  3aci6  BBeseHo B YkpaiHy 3

JOTPUMAHHSM BUMOT 3aKOHOJABCTBA II0JI0 3a0e3neueHHs AKOCTI JIKapChKUX 3aco0iB.

Onsra EPLOMEHKO

(mianuc) (ininianu Ta npi3BHLLE)
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NEPXABHA CJIYXKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiBCHKIA OBJIACTI

npos. CeiTiuanoi Hagii, 3, M.Kuis, 02099, en/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JPTIOY 37078774

BHUCHOBOK
PO SIKICTH BBE3€HOr0 B YKpaiHy JiKapcbKOro 3aco0y
12.03.2026 Ne 11606/26/1011
ADOUJA MAKC EKCITPEC

(uaiiMeHyBaHHS JIKapCHKOTO 3ac06y 3ri/IHO 3 PEECTPALifHUM IIOCBITYEHHSM)
kancyau m'siki mo 400 mr, no 10 kancyJs M'sskux y Guicrepi, mo 2 6;icTepu y KapToHii
Kopooui

(bopma BHITYCKy, [O3yBaHHs, BU/| IaKyBaHH: JIIKapChKoro 3aco0y)
Homep peecrpaniiiroro mocsiguenns UA/18232/01/01 crpox mii peectpaniitnoro nocsinuenns 01.01.2099
Cepis mikapcskoro 3aco6y Ne AMU00225 Kinskicts BBe3eHorO JMikapcskoro 3acoby 10080

Bupo6uuk Jlxenrex [Ipanser Jlimiten, Inais

(HaliMeHyBaHHs BUPOOHUKA JIKAPCHKOrO 3aC00Y, KpaiHa MOXOKEHH)

Bgesero B Yipainy Tosapucrso 3 oome:xkenoro Bianosiganenicrio "IEJbTA
MEJIKEJI", inent. xon: 39448817

(uaiimenyBanns Ta xox 3a €JIPTIOY ropumuanoi ocoGu abo mpizeuiue, im's, 110 6aTeKoBi disnunol
0c06H - miAnpHeMI, i Micue IPOXXUBaHHA Ta peecTpaLiHHui HoMep 001iKOBOT KAPTKH ILIATHHKA
nojatkis abo cepist Ta HOMep MacropTa)

Iporokon Bisyansnoro koutpouo in 10.03.2026 Ne 0644/2.

3a pe3ynbTaTaMM JIEPKAaBHOTO KOHTPOJNIO BCTAHOBJEHO, IO JiKapchkui 3aci6 BBeseHo B YKpaiHy 3

AOTPHUMAHHAM BUMOr 3aKOHOJABCTBA LIOJ0 3a6€e3MeYeHHs IKOCTI JIIKapChKUX 3ac00iB.
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