AEPHKABHA CJIOYXBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMMH Y KHIBCBKIN OBJIACTI

npos. CeiTanunol Hapii, 3, M. Knis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko(@dls.gov.ua, Kog €JAPIIOY 37078774

BHCHOBOK
npo sAKicTh BBE3eHOI0 B YKpaiHy MiKapchKroro 3acody

02.01.2025 Ne 70079/25/10

BPY®EH® PAILL

(maiiMenypanns nikapcskoro 3acofy 3rifHo 3 peccTpariitHIM NOCRiTTeHHIM) _
Kamcyan M aKi mo 400 mr; no 10 kancya y 6aictepi, mo 1 dJicrepy y KapTouHii kopodui

(dopma BumycKy, LO3YBAHHA, BHI NMaKyBaHHs dikapcexoro-zacefy)
Homep peectpaniitnoro nocsizaenna UA/17980/01/01 crpox aii peectpaitiiiroro moceigzenna 18.03.2025
Cepin nixapebxoro 3acoby N B4U 00224 KinekicTs BEE3EHOTO AiKapehKoro 3acofy 2976

Brpobuux Tearek Ilpaitser Jlimiten, Inais
(HaiiMeHyRaHHT BUPOOHHKA JFHKAPCHKOro 3acoby, kpaiHa MOXoIKEHES)

Beeseso B Yipalny CrhinpHe YKpaiHChbKO-eCTOHCHKE IANIPHEMCTBO ¥ (bopmMi TOBAPHCTEA
3 o6MmexkeHo10 Bignoeinansnictio "Onrima-®apm, JIT", izeur. xox:
21642228

(moitserysauis o ko 3a EAPIIOY ropwauunol ocobu abo npisenne, iM'a, no Garskobi dizmmol
ocofiis ~ mignpHenis, i Micke NpoXUBARHAA Ta peecTpanifiniil HoMep oORIKOROT KAPTKY FMATHHKA
nogarkis abo cepis Ta HOMep 1ACHOPTA)

Hporokos eisyarsunoro kowrpose six 31.12.2024 N 4203/2.

31 pe3ynbTATAMH  OEP/KABHOIO KOHTPOJIO BCTAHOBICHO, W0 Nikapcekuii 3aciD BseseHo B Ykpaimy 3
JOTPHMAHHSIM RiMOr 3aKOHOZABCTEA MO0 3a6e3reyenna AKOCT] Mikapehxnx 3acobiB.

//é @J/ Bixtop CTE®KIBCLKMH

A - e o
[ manne)™ {inintany Ta npisshne}




Geltec Private Limited/Tenrtex Npaitser fliMiten Pavaelorn
Sr No 24, 26/3, 27/2 Yadavanahalli Attibele, Bangalore-

Hosur Road, Bangalore, Karnataka, 562107, India/

Cp N2 24, 26/3, 27/2 Sinapanaxanni Arribene, banranop-

Xocyp Poyn, Barranop, Kapraraka, 562107, Inpis

Certificate of analysis/CeprudikaT ananisy

1 Name of product/ Hasea npogykra BRUFEN® RAPID BRYGEHY PAMNY

2. Country of the manufacturer/ Kpaina supobumk | Indial tHais

. Registration certificate number in Ukraine/

3. Homep peecTpaLifiioro NoCBiaYeHHA B YRpait UA/17880/01/01

4. Strength/ Cuna gii jgg S:Rg;[:x%féfgi

5. Pharmaceutical form/ flikapceka qopya Soft capsules! Kancynu m'ski

5 Size and type of the package/ Poawmip i Tun 10 capsules in blister, 1 blister in carton box/ o 10

' YNaKnsKu kancyn y Bnictepi, no 1 Bnictepy y kapTomHid kopobui
7 Batch number/ Homep cepil 84100224
' Batch size / Poamip cepli 48222 packsiyn.

Date of manufacture/ [Jara supodHulirea 06.2024

8.
Batch Release date / [lara sunycky cepil 25.07.2024

9 Expiry date/ Jara sakinuens Tepminy

o NPUAATHOCT 05,2027

10. | Name, address and manufacturing license Geltec Private Limited, Sr No 24, 26/3, 2772
numbers for all sites responsible for Yadavanahalli Altibele, Bangalore-Hosur Road,
manufacturing process and quality control/ Bangalore, Karnataka, 562107, India /
Hasga, anpeca Ta HomMepy nilensin Ha Fenvex Mpaiset Mimives, Cp Ne 24, 26/3, 27/2
BupoBHILTEO ANng BeiX BrpobHKs, Slnasanaxanni Artibene, Badranop-Xocyp Poya,
BignosinansHux 3a supobrudni npoyec Ta Bawranop, Kaprarara, 562107, inpis
KOHTPOMb SKOCTI

Manufacturing Authorization / [liuensia Ha BUpOGHULTBO
KTK/25/422/99
11. | Results of analysis/ PesynbTaT ananisy See table below/ [ns. Tabnuyio Hk4e

Results of analysis/ PeayneTaTty ananisy

| Parameter tested

KontponuopaHui napamerp
Appearance / Onvic

Acceptance limits

Results

HonycTumi mMexd

Peaynwraru

Pale yellow color, oval shaped
transparent soft gelatin capsules with
clear fill material, printed as # in white
colour ink [ BRIGO-MOBTOIO KONLORY
Npo3opi M'AKE XENaTUHOBI KANCY N

Complies/ Bianoeigae

0BANLHOT OPMK, 3 NPO3OPIAM BMICTOM
Ta Hanucom «r, Happyxosarum Binow
hapbo

Average Fill Weight /
CepefiHst Maca BMICTY Kancynu

830,00 mg (768,00 mg ~ 892,00 mg)

830,00 mr {768,00 mr — 892,00 mr)

827.9 mglwr

Uniformity of Fill Weight /
OnHOPIAHICTE MBcK BMICTY Kancynn

42 capsules > 2 7.5 %,

No capsule > £ 150 %

of average of fill weight/

s 2 kancynu > £ 7,5 %,

wopHo! kancynu > 15,0 %

BiN CepenHbOT MACK BMICTY Kancynu

-1,0 % tolpo + 0.9 %

Disintegration / Posnaganss

NMT 15,0 minutes /
He Binbe 15,0 xsunud

11 min/xs. 23 seclcek.

Water Content (By Karl Fisher) /
Buict soguy (3a Kapnom @itepom)

NMT 9,0 % /
He Binswe 9,0 %

52 %

ldentity of Ibuprofen /

V.02

£ 18-May-2023

HA AAD 18-May-20723
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Geltec Private Limited/Tenrex Mpaiiser Jlimites
Sr No 24, 26/3, 27/2 Yadavanahalli Altibele, Bangalore-
Hosur Road, Bangalore, Karnataka, 562107, India/

Cp N2 24, 26/3, 27/2 Snasauaxanni Arriene, Baxranop-

Yocyp Poys, Badranop, KapHartaxa, 562107, Inpig

IneHTudikauis iGynpodeHy

A) By HPLC / A) metopom BEPX

B) By UV / B) meTopom Y®-
cnexrpothoTraomeTpil

The retention time of ibuprofen in the
sample preparation should be
cormparable to the retention time of
ibuprofen peak in the standard
preparation /

Yac yTpumysanks riky iynpoheny 8
pOa4HHI 3paaka nosrHeH ByTa
CHIBCTABHIM i3 HACOM YTPUMYBAHHR
niky iBynpoteny y craniapTHoMy
PO3UURI

The sample solution should exhibit
absorption maxima at about 264 nm and
272 nm!

Poaynt 3pas’ka NoBuHeH
L@MOHCTPYBATY MABKCHMY MU
NOTAMHEHKA NPH GOBXAHI XBUNT BNuskKo
264 HM i 272 1M

Positive/ NloanTysna

Positive/ NosuTubMa

Uniformity of Dosage Units (mass
variation} /

QO AHOPIAHICTD AO3VBARNX OAMHNLL
{pOIPAXYHKOBO-BATOBUY MeToa)

To comply as per "Ph. Eur."/
NopuKKa Bignosinat sumoram €8p.
dapm.

Complies/ Bignosinae

Assay of Ibuprofen/

380,00 mg — 420,00 mg/capsule

406,05 mylcapsule /

KinbkicHe BuaHadenus iBynpodieny (400,00 x 5 %)/ mrikancyna
380,00 mr — 420,00 mrfkancyna
(400,00 % 5 %)

Retated substances / CynyTHi AoMitiku:

- 2,4 1BPA [2-(4-Isobutyrylphenyl) NMT 0,3 % wiw / He Ginswe 0,3 % m/m | 0,03 % wiw [ mim

propanoic acid] relative to Ibuprofen /
2.4 IBPA [2-(4-1308yTvpun-thenin)
NPOTOROBA KUCNCTA] 110 BIAHOWEHHI
[o iGynpodeny

- PIBAP [P-lsobutylacetophenone {or)
A-sobutyl acetophenone] refative to
ibuprofen /

PIBAP [P-iacByTunauerocheron abo 4-
iaoﬁymnaue*rocbewou} no BIAHOWEHHK
40 Bynpotheny

- Any individual unknown
impurities / Byap-aKi iHausinyanchi
HeineHTnDIKoBaHT AOMILLKY

- Total of other individual
Impurities / 3arancHné BMICT iHUWKX
HAVBIAYATTEHUX JOMILLOK

NMT 0.3 % wiw [ He Binswe 0,3 % miw

NMT 0.1 % wiw / He Binuwe 0,1 % m/m

NMT 0,5 % wiw / He Binblue 0.5 % i

0,0012 % whiw | mim

0,04 % wiw / mim

0,043 % wiw [ m/m

Dissolution

- Touprofen /
Po3yuHEHHS
- iBynpoder

NLT 75 % (Q) in 30 minutes, for each
capsule /

He menwe 75 % (Q) 3a 30 xsunwy, And
KOMHOT Kancynu

100,02% tofgo 101,51%

Microbiological Purity /

V.02

ED: 18-May-2023

HA AAD: 18-May-2023



Geltee Private Limited/Tentex Mpanset flimiten Mo

Sr No 24, 26/3, 27/2 Yadavanahalli Attibele, Bangalore-
Hosur Road, Bangalore, Karnataka, 562107, India/

Cp N2 24, 26/3, 27/2 Snasauaxami Arribene, bavranop-
Xocyp Poya, Bawranop, Kapuaraka, 562107, Inais

MikpoBionorisHa uncToTa!

- Total Aerabic Microbial Count /
3aransHa KinokicTs aepoBHmux
MiKPOORFraHiaMiB

- Total Yeast and Moulds Count/
3aranpHa KiNLKCTs APDRIKOBUAX |
nnickasux rprbis

- Bile-Tolerant Gram Negative
Bacteria / CTifKi 40 KOBYj
rpamHeratugki Dakrepii

- Escherichia coli

- Salmonella

- Pseudomonas agruginosa

- Staphylococcus aureus

- Clostridia

- Candida albicans

Not more than 10% cfulg/
He Binbwe 10° KYO/r

<10 cfufg 1 KyOlr

Not more than 102 cfuig /
He 6Ginbwe 102 KYOIr

< 10 cfufg / KYOIr

Not more than 10? cfulg /
He 6inbwe 10?2 KYO/r

<10 cfufg 1 KYOIr
Absence in 1 g/ Bigeymdicre s 11 Absentin 1 g/ Bigcyruas 11
Absence in 10 g/ BigcyTricTb 8 107 Absent in 10 g/BincyTtusi 8 10 1
Absence in 1. g/ Biacytricte B 1 ¢ Absentin 1 g/ BincytHase 1r
Absence in 19/ Bigcytiictb 8 171 Absentin 1 ¢/ Biacytuas 1r

Absence in 1 g/ Bigcytrictb B 171 Absentin 1 g/ Bincyrnasir

Absence in 1 g/ BigcyTHicTe B 17 Absentin 1 g/ BincythaB i r

12. | Comments/ KommenTapi

Ukraine/ Yrpaina

13, | Certificalion statement/

3anBa Npo cepTudikauin

| hereby certify that the above information is authentic and accurate,
This batch of product has been manufactured, including
packaging/labeling 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. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP/ Unm
NIATBERMIYIO, B0 BULEBKA3AHA iHopMaUin ABTEHTUYHA Ta BipHa.
[ana cepia npenapaty Bupobnena (BRICUAIOHA YNAKOBKY/MAPKY BAHHA
Ta KOHTPOSIB SKOCTI) BULLEBKa3aHUM supobHukom(-amu) B NOBHIA
BinnOsiHOCTE Bumoram GMP MICUEBOTG PEryisiTopHoro oprady Ta
FATBEPLKEHUM cneuudikadiaM  BIANOBIZHO A0 PeeccTpauifnsoro
nocsiguerHa kpaiiu-imnoprepa. DoxymenTauist 3 BupoBHuyTBa cepil,
YNAKCBKW Ta TECTYBAHHA Nepesipena, 72 BCTaHOBNEHO if signosigHicTs
aumoram GMP.

14. | Name and position/title of person
authorizing the batch release/
Im'st Ta nocana ocodu, Wo
BiANOBIAGE 38 BUNYCK CepI

Qualified person { YnosHoBaxeka ocoba 3 ARGET

ey claa Adams

15, | Signature of person authorizing
the batch release/ Mlipgnuc ocobu,
1o sinnosinac 3a BunyCcK cepii

16. | Date of signature/ [Jarta nignucy

25.07.2024

V.02

ED: 18-May-2023 HA AAD: 18-May-2023



JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

01.04.2025 Ne 14663/25/10

BPY®EH® PAIIIJL

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
kancyau M ki mo 400 mr; o 10 kancya y 6aicrepi, no 1 6Jicrepy y kapToHHi#l kKopo0ui

(dhopma BuycKy, NO3yBaHHS, BHJ [IAKYBAHHSA JIIKapchKOro 3acoly)

Howmep peecrpariitoro nocsiguenus UA/17980/01/01 crpox aii peectpariiinoro nocsinuenns 18.03.2025

Cepis mixapcbkoro 3acoby Ne B4U00324 Kinbkicts BBE3eHOTO Jikapceskoro 3acoby 4320
BupoGruk I"enrrex ITpatiBer Jlimiten, Inpis
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiiMenyBanHs Ta kog| 3a €JIPTIOY ropumuunoi ocobu abo npizeuie, iM'a, o GaTekoBi (izHaHOT
ocobu - mignmpuemns, i Micle IpoKHUBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
nojaTkis abo cepis Ta HOMep nacrnopra)

Iporoxoa Bisyaasnoro konrposo six 27.03.2025 Ne 0930/3.

JlaGoparopHuii aHajii3 AKOCTI JIKApCLKOro 3acoby 3ailicHeHmit;

Jlaboparopist 3 KoHTpOIIO sikocTi ikapeekux 3acobie @imis JIIT "Ientpanssa naboparopis 3 aHamizy 3 siKOCTi
mikapcbkux 3aco6is 1 meganol npoaykuii'y m.JIuinpo (m./{uinpo 49006, syn. Hapnii Anekceenxo, 21)
(HaiiMeHyBaHHs Ta MicLe3Hax ofKeHHs 1aboparopii, wo nposena nabopaTopHuil aHAI3 AKOCTI)

BHCHOBOK L1010 SIKOCTI TiKapchKoro 3acoly, Bunanuit maboparopieto Ne0013/]] Bix 21.02.2025

PesynsraTu n1aboparopHOro aHamizy sKocTi rikapcekoro 3acoby 3a IepeBipeH UMY I0Ka3HHKAMH BiAIIOBIAAI0TH

BHMOTAM METO/IB KOHTPOJIIO AKOCTI (AHAIITHYHO-HOPMATHBHOI JOKYMEHTALLIT).

3a pesynbTaTamMu [Ep:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jiikapcekud 3acib BBeseHo B VYkpalny 3
JOTPHUMAHHSM BuMmOr 3aKOHOJABCTBA 1I0/10 3a6e3neueHHs AKOCTI JIIKapChKHX 3ac00iB.

oL

Onera €CPbOMEHKQO

{nigmuc) {iwiniany Ta npisemue)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



Geltec Private Limited/Tentex MNpaiiget JliMites Pogelcerp. |1
Sr No 24, 26/3, 27/2 Yadavanahalli Attibele, Bangalore-
Hosur Road, Bangalore, Karnataka, 562107, India/

Cp N® 24, 26/3, 27/2 SAnasanaxanni Atribene, baHranop-
Xocyp Poyg, Barranop, KapHaTaka, 562107, Inpis

Certificate of analysis/Ceptucpikar aHaniay

1. | Name of product/ Hassa npogykra BRUFEN® RAPID/ BPY®EH® PANIA
2. Country of the manufacturer/ Kpaina supotHuk | India/ IHgis
3 Registration certifig:ate numbgzr in Ukraine/ L UA7980/01/01
Homep peectpalitHoro noceigyeHks B YKpaiHi
4, Strength/ Cuna gii 388 ggié@%%rgsgé
5. Pharmaceutical form/ Jlikapceka chopma Soft capsules/ Kancynn m'siki
6 Size and type of the package/ Poamip i Tun 10 capsules in blister, 1 blister in carton box/ Mo 10
" | ynakoeku Kancyn y onicrepi, no 1 6nicrepy y kapToHHi# Kopobui
7 Batch number/ Homep cepil B4U00324
' Batch size / Posmip cepil 48318 packs/yn.
Date of manufacture/ [lata supobuuirsa 06.2024
8.
Batch Release date / [lata Bunycky cepil 30.08.2024
9 Expiry date/ [lata sakiH4eHHS Tepminy
) npuaarHocTi 05.2027
10. | Name, address and manufacturing license Geltec Private Limited, Sr No 24, 26/3, 27/2
numbers for all sites responsible for Yadavanahalli Attibele, Bangalore-Hosur Road,
manufacturing process and quality control/ Bangalore, Karnataka, 562107, India /
Haasa, appeca Ta Homepy niueHsiit Ha lenrex INpaieet Nimiten, Cp Ne 24, 26/3, 27/2
BUPOOHULYTBO AS15i BCIX BUPOBHUKIB, fnasanaxarni Atribene, Badranop-Xocyp Poyg,
BiANOBiganbHUX 3a BUPOOHUYUI npouec Ta bBaHranop, KapHaraka, 562107, IHais
KOHTPOSb SKOCTI
Manufacturing Authorization / Niyensis Ha supoBRULTBO
KTK/25/422/99
11. | Results of analysis/ PeaynsraTtu aHanisy See table below/ [ue. Tabnuiiio Hwkye

Results of analysis/ Peayneraru ananisy

Parameter fested
KOHTPONLOBAHUN NapaMeTp

Acceptance limits Results
Honyctumi mexi PesyrbraTu

Appearance / Onuc Pale yellow color, oval shaped Complies/ Bignosinae
transparent soft gelatin capsules with
clear fill material, printed as # in white
colour ink / Bnigo-KOBTOro Konbopy
Mpo30pi M'AKi KENaTHOB! Kancynn
oBarsibHoT hopmMu, 3 NPO3OPUM BMICTOM
Ta HanMcom «#», HaapykosaHum Binoto

hapboio

830,00 mg (768,00 mg — 892,00 mg)
830,00 mr (768,00 mr — 892,00 wmr)

Average Fill Weight/

. 822,6 mg/mr
CepefiHa Maca BMICTY Karcyu

Uniformity of Fill Weight / -0,8 % to/lgo + 0,8 %

OpHopigHICTL MacK BMICTY Kancynwu

£ 2 capsules > +75%,

No capsule > £ 15,0 %

of average of fill weight /
<2 kancynu > £ 7,5 %,
xofHol kancynu > £ 15,0 %

BiA cepegHbol Macu BMICTY kancynu
NMT 15,0 minutes / '
He Binbie 15,0 XxBusu+

Disintegration / PosnagaHHsa 08 min/xe. 08 sec/cexk.

Water Content (By Karl Fisher) / 56 %

Bwict Boau (3a Kapnowm @iluepom)

NMT 9,0 %/
He Binbwe 9.0 %

Identity of Ibuprofen /

V.02 ED: 18-May-2023 HA AAD: 18-May-2023
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Geltec Private Limited/Tentek Mpaiteet Jlimiteq
Sr No 24, 26/3, 27/2 Yadavanahalli Attibele, Bangalore-
Hosur Road, Bangalore, Karnataka, 562107, India/

Cp N9 24, 26/3, 27/2 Snasanaxanni ATTibene, banranop-
Xocyp Poya, baxranop, KapHaraka, 562107, Iuais

Pagelcrp.

laenTudcbikadis iBynpodeHy

A) By HPLC / A) meTogom BEPX

B) By UV / B) metogom Y&-
cnekrTpodoTomeTpli

The retention time of ibuprofen in the
sample preparation should be
comparable to the retention time of
ibuprofen peak in the standard
preparation /

Uac yTpuMyBaHHs niky iBynpodery B
PO34MHI 3paska nosuHeH By
CriBCTABHUM i3 HACOM YTPUMYBaHHS
niky iBynpodbeny y cTanpapTHOMy
pPO34UHI

The sample solution should exhibit
absorption maxima at about 264 nm and
272 nm/

Posunx 3paska nosuHen
OEeMOHCTPYBaTH MakcuMymm
NOTIUHaHHS NPY SOBXWHI XBuni Bnin3bko
264 HM i 272 HM

Positive/ MNosnuTusHa

Positive/ MosutusHa

Uniformity of Dosage Units (mass
variation) /

OpnHopigHicTb AO30BAHUX OAUHNLL
(pO3paxyHKOBO-BaroBWiA METOA)

To comply as per "Ph. Eur.” /
MosuHHa BignosigaTy Bumoram €sp.
dapm.

Complies/ Bignosipae

Assay of lbuprofen /
KinbkicHe BnaHaveHHs idynpodery

380,00 mg — 420,00 mg/capsule
(400,00 £ 5 %)/

380,00 mr — 420,00 mr/kancyna
{400,00 + 5 %)

407,49 mg/capsule /
Mr/kancyna

Related substances / CynyTHI AOMILLIKN:

- 2,4 IBPA [2-(4-Isobutyrylphenyl)
propanoic acid] relative to [buprofen /
2,4 IBPA [2-(4-i306yTupun-heHin)
NPOMioHoBa KMCIOTA] NO BiAHOWEHHIO
o ibynpodeny

- PIBAP [P-Isobutylacetophenone (or)
4-Isobutyl acetophenone] relative to
Ibuprofen /

PIBAP [P-izo6yTunaueTtodeHoH abo 4-
i30ByTMNaLeTOeHOH] N0 BIAHOLWWEHHIO
4o ibynpodery

- Any individual unknown
Impurities / By nb-siki iHavBiayaneHi
HeifeHTUDhIKoBaHI [OMILLKN

- Total of other individual
Impurities / 3aransHui BMICT iHLLKX
iHAUBILYaNbHUX AOMILLOK

NMT 0,3 % w/iw / He Ginbiie 0,3 % m/m

NMT 0.3 % wiw / He 6inbiue 0,3 % m/m

NMT 0,1 % w/iw / He Binblue 0,1 % m/m

NMT 0,5 % wiw / He Binblue 0,5 % m/m

0,03 % wiw [ m/m

0,0012 % w/w [ m/m

0,041 % wiw / m/m

0,044 % wiw [ mim

Dissolution

- Ibuprofen /
PosunHeHHs
- iBynpocheH

NLT 75 % (Q) in 30 minutes, for each
capsule /

He metite 75 % (Q) 3a 30 xeunud, ans
KOMHOT Kancy

101,79% to/no 103,94%

| Microbiological Purity /

V.02

ED: 18-May-2023
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Geltec Private Limited/lentex lNpaiiseT NiMiTeq

Sr No 24, 26/3, 27/2 Yadavanahalli Attibele, Bangalore-
Hosur Road, Bangalore, Karnataka, 562107, India/

Cp N9 24, 26/3, 27/2 finasaxaxanni Arribene, baHranop-
Xocyp Poya, Bakranop, KapHataxa, 562107, Inais

Pagelceryp.

MikpoGionorivHa yucToTa:

- Total Aerobic Microbial Count /
3aransHa Kinbkicte aepobHux
MiKpoOpraxismis

- Total Yeast and Moulds Count/
3aranbHa KinbKicTb APHIIKOBUX |
nnicHssux rpnbis

- Bile-Tolerant Gram Negative
Bacteria / Criltki o wosui
rpamHeratusHi Bakrepii

- Escherichia coli

- Salmonella

- Pseudomonas aeruginosa

- Staphylococcus aureus

- Clostridia

- Candida albicans

Not more than 103 cfu/g /
He Binbiue 10% KYO/Ir

<10 cfu/g / KYOIr

Not more than 102 cfu/g / < 10 cfulg / KYOIr

He 6Ginblue 102 KYO/r

Not more than 102 cfu/g / <10 cfu/g / KYOIr

He Binbwe 102 KYO/Ir

Absence in 1 g/ BigcyTtHictb B 11 Absentin 1g/Bigcythas 1r
Absence in 10 g / BigcyTricte 8 10 T
Absence in 1 g/ Bigcythictb B 1T Absentin 1 g/ BigcytHas 171
Absence in 1 g /Bigeythice B 11 Absentin 1 g/BigcytHsaB 1 r

Absence in 1 g/ BigcytHicTb B 11 Absentin 1 g/BigcytHas 1r

Absent in 10 g/BigcyTHa e 101

Absence in 1 g/ Bigcytricte B 11 Absentin 1g/BincyTHaBs 1r

12. | Comments/ KommerTapi

Ukraine/ Ykpaina

13. | Certification statement/
3anasa npo cepTudpikaLliio

| hereby certify that the above information is authentic and accurate.
This batch of product has been manufactured, including
packaging/labeling 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. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP/ Llum
niaTeepmKyio, WO BulleBkasaHa iHdopmauin asTeHTUuHa Ta BipHa.
[aHa cepist npenapary BupobneHa (BIOYAI0MHM YNaKoBKY/MPKYBaHHA
Ta KOHTPOMb SIKOCT) BULLUEBKA3AHUM BUPOGHMKOM(-amu) B MOBHIA
signosigHocTi Bumoram GMP  MicLeBorc perynsTopHoro oprady Ta
3aTBEpKEHUM  crieuudikalism  BignosigHo Ao PeectpauiiHoro
noceifuerHs Kpainu-imnoprepa. [lokymeHTauis 3 supobHuLTBa cepii,
YMAKoBKI Ta TECTYBAHHSI NEpesipeHa, Ta BCTaHoBneHo T BiINOBIOHICTY
sumoram GMP.

14. | Name and position/title of person
authorizing the batch release/
Im'ss Ta nocana ocobu, Lo
BiZnosigae 3a Bunyck cepii

Qualified person / YnosHosaxeHa ocoba 3 KkocT]

CL{ e Adame, Sr. L(,ru\p(ﬁsb\ oF})

15, | Signature of person authorizing
the batch release/ MNipnve ocobu,
Lo BignoBigae 3a punyck cepii

(Lﬂ()»ﬂ/m%

16. | Date of signature/ Jata nignucy

30.08.2024

V.02

ED: 18-May-2023 HA AAD: 18-May-2023
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