Geltec Private Limited/Tentex MpatiseT fliMiTeq

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

Cp No 24, 26/3, 27/2 fipasaHaxanni ATTibene, BaHwranop-
Xocyp Poyg, Badranop, KapHaTtaka, 562107, THaia

Certificate of analysis/Ceptudpikar aHanisy

Pagelerp,

1. Name of product/ Hassa npogykra BRUFEN® RAPID/ BPY®EH® PAMIQ
2. Country of the manufacturer/ KpaiHa supoBruk | India/ IHais
Registration certificate number in Ukraine/
% Homep peectpauiiHoro nocsigqeHHs 8 Ykpaiti QAT IB0I0A
) 400 mg ibuprofen/
4. Strength/ Cuna fii 400 wr iGynpodhe
5. Pharmaceutical form/ Jlikapcbka dopma Soft capsules/ Kancyni m'ski
5 Size and type of the package/ Poawmip i Tun 10 capsules in blister, 1 blister in carton bex/ o 10
' YaKkoskwm kancyn y Bnictepi, no 1 BnicTepy y KAPTOHHIN KOpobui
7 Batch number/ Homep cepil B4U00120
) Batch size / Posmip cepii 47160 packs/yn.
Date of manufacture/ Aara supobHuitea 09.2020
8. .
Batch Release date / [laTa sunycky cepil 05.10.2020
9. Expiry datell,ua'ra 3aKIHYEHHE TEPMIHY 08,2023
NpUAATHOCTI
10. | Name, address and manufacturing license Geltec Private Limited, Sr No 24, 26/3, 27/2
numbers for all sites responsibie for Yadavanahalli Attibele, Bangalore-Hosur Road,
manufacturing process and gquality control/ Bangalore, Karnataka, 562107, India /
Hasea, agpeca Ta HoMepu NiLEH3in Ha lenrek MNpaisert NiMiten, Cp Ne 24, 26/3, 27/2
BUPOSHWLTBO ANs BCiX BMPODHUKIS, AnasaHaxanni Attibene, BaHranop-Xocyp Poya,
BiAnosiganbHuxX 3a BupoSHuYKiA Npouec Ta banranop, KapHaraka, 562107, IHgis
KOHTPOAL AKOCTI
Manufacturing Authorization / Niuexsia Ha eupoBHuLTBO
KTK/25/422/99 -
11. | Results of analysis/ PeayneTtatu aHanisy See table below/ [lne. Tabnuuio Huxue

Results of analysis/ PesynbtaTtu aHanisy

Parameter tested

Acceptance limits Results
KOHTpONL0BaHUM napaMeTp

DonycTumi Mexi PeaynbTaTtH

Appearance / Onuc Pale yellow color, 14 minim oval shaped | Complies/ Binnosifae
: transparent soft gelatin capsules with
clear fill material, printed as # in white
colour ink / Brnigo-xoBTOrO KONBLOPY
Npo30opi M'AK XKenaTuHoB| Kancynu
OBansHOT hopmv, po3mipom 14 minim, 2
Npo30pUM BMICTOM Ta HaNMCom «#»,
Hagpykosauum Binoto dapboto

Average Fill Weight /
CepeaHsi Maca BMICTY Kancynm

830,00 mg (768,00 mg — 892,00 mg)

830,00 mr (768,00 mr — 892,00 mr) Hial] gl

Uniformity of Fill Weight /
OaHOPIAHICTE Macy BMICTY kancy s

< 2 capsules > + 7,5 %,
Nocapsule>+ 150 %

of average of fill weight /
£2kKancynn=>+7,5 %,

WoAHoT kancynu > + 15,0 %

Bif, CEpeHL0T Macu BMICTY Kancynu

-13%tolnc+0,8%

Disintegration / PosnagasHs NMT 15,0 minutes /

He Binblle 15,0 xBunuH

06 min/xe. 30 sec/cex.

Water Content (By Karl Fisher) / NMT 9,0 % / 519 %

BuicT Boau (3a Kapnom ®iluepom) He binbiwe 9.0 %
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Geltec Private Limited/Tentek MpaiBeTt JliMiTen Pauo !
Sr No 24, 26/3, 27/2 Yadavanahalli Attibele, Bangalore-

Hosur Road, Bangalore, Karnataka, 562107, India/

Cp N2 24, 26/3, 27/2 AnasaHaxanni ATTibene, baHranop-

Xocyp Poya, Badranop, KapHataka, 562107, Ingia

Identity of lbuprofen /
laeHTudikauis iDynpodeny

A) By HPLC / A) metonom BEPX

B) By UV /B) meTogom Y-
cnexrpodoTomeTpil

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

Yac yTpumMyBariHs niky iGynpodeny B
PO34MHI 3paska noenHeH ByTu
CMiBCTaBHUM i3 YaCOM YTPUMYBEHHA
niky iBynpodeny y craHgapTHoMy
PO3YnHI

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

Po344H 3pa3ka nosuHex

LEMOHCTRYBATU MAKCUMYMU
NOTMWHAaHHA NPYU J0BXKHI XBUNI BNKUabKO
264 Hm i 272 Hm

Positive/ MosutreHa

Positive/ MNoautuana

Unifarmity of Dosage Units (mass
variation) /

OpaHopigricTs 4o3oBaHMX 0AUHWUD
(po3paxyHKOBO-BaroBWA MeTOA)

To comply as per "Ph. Eur." /
MNoBwHHA BiOMNOBIAaTHU BUMOram €8p.
dapm. )

Complies/ Bianosigae

Assay of [buprofen /
KinbkicHe B13naqeHHs ibynpodeHy

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

380,00 mr — 420,00 mr/kancyna
(400,00 £ 5 %)

405,41 mg/capsule /
Mr/kancyna

Related substances / CynyTi gomiluku:

- 2,4 IBPA [2-(4-Isobutyrylphenyl)
propanoic acid] relative to Ibuprofen /
2,4 [BPA [2-(4-1306yTupun-dherin)
NpOoNioHOBA KKCNOTA] MO BiAHOWEHHIKO
Ao idynpodeny

- PIBAP [P-ischutylacetophenone (or)
4-1sobutyl acefophenone] relative to
Ibuprofen /

PIBAP [P-izoByTunauertoderoH abo 4-
i3cByTvnaueToheHoH] No BiAHOWEHHIO
Ao iBynpodheny

- Any individual unknown
Impurities / Byfb-aki iHAuBIay anbHi
HeiaeHTUMIKeBaHI AOMILLKK

- Total of other individual
Impurities / 3aransHui BMICT iHLUWX
IHAUBIAYaNBHUX QOMILLIOK

NMT 0,3 % wiw / He Binswe 0,3 % mim

NMT C,3 % whw / He Binbie 0,3 % M/

NMT €,1 % w/w / He Ginbwe 0,1 % mim

NMT 0,5 % wiw / He Ginbwe 0,5 % mim

0,093 % whw / m/m

0,0082 % wiw / m/m

0,0187 % wiw f m/m

0,033 % wiw [ mim

Dissolution - NLT 75 % {(Q) in 30 minutes, for each 101,79% to/no 103,41%
- lbuprofen / capsule /

Po34MHEHHA He meHwe 75 % (Q) 3a 30 xBunuH, ans

- iByrpodhen KOMHOT Kancynu
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Geltec Private Limited/TenTtek MNpaliger MiMiTeq

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

Cp N@ 24, 26/3, 27/2 fpaBaHaxanni ATTibene, Banranop-
Xocyp Poyn, banranop, KapHataka, 562107, I+gis

Pageicrp.

Microbiological Purity /
MikpoBionoriyra yucToTa:

- Total Aerobic Microbial Count /
3aranbHa KinexicTb aepoBHux
MIKpOOpraHiamis

- Total Yeast and Moulds Count /
3aranbHa KinsKicTb gphrKoBuMX i
nnicHssux rpuGis

- Bile-Tolerant Gram Negative
Bacteria / CTifiki oo woaui
rpamHeraTuski Hakrepii

- Escherichia coli

- Salmonelia

- Pseudomonas aeruginosa

- Staphyiococcus aureus

- Clostridia

- Candida albicans

Not more than 103 cfu/g /
He Binswe 10° KYO/r

10 cfulg f KYOIr

Not more than 102 cfu/g /
He Ginblue 102 KYQ/r

<10 cfufg / KYOIr

Not more than 102 cfu/g /
He Binblue 102 KYO/r

<10 cfu/g | KYOIr

Absence in 19/ BiacyTHicTb 8 1 1 Absentin 1 g/BiacytHas 1r

Absence in 10 g / BigcyTHicte 8 10 T Absent in 10 g/BigcyTha s 10
Absence in 1 g/ BigcyTHictes 11 | Absentin 1 g/ BigcyTHas 1T
Absence in 1 g/ BigcytHictes 11 Absentin 1 g/ BigcytHae 1r
Absence in 1g/Bigcymictbe 11 Absentin 1 g/ BigcytHas 11

Absence in 1 g/ BigcyTHictbe 11 Absentin 1 g/ BiacytHas 1T

12. | Comments/ KommeHTapi Ukraine/ Yxpaina
13. | Certification statement/ ! hereby certify that the above information is authentic and accurate.
JasBa npo cepTudikauio 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
Autherity 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/ Uum
NOTEEPAXYIO, WO BULIEBKasaHa iHdOopMaUin aBTeHTWYHa Ta BipHa.
laxa cepis npenaparty sBupobneHa (BrnUayu YNaKoBKy/MapKyBaKHA
Ta& KOHTPOMb AKOCTI) BUWEBKa3aHuM BUPOBHUKOM(-amu) B MOBHIM
BignosiaHocTi Bumoram GMP MicCLIeBOro perynsTopHOro oprady Ta
3aTBepaxeHum  cneundbikauisM - BiANoOBiOHO A0 PeecTpauiiHoro
nocBIgYeHHa Kkpainu-iMnopTepa. [lokyMeHTalUid 3 BUPOSHULTRS cepii,
YNaKOBKKM Ta TeCTYBaHHA NepesipeHa, Ta BCTaHOBNEHE 11 BIANOBIAHICTD
BumMoram GMP.
14. | Name and positionititle of person
authorizing the batch release/ Qualified person / YnoeHoBaxeHa ocoba 3 sKocTi
iw'a 1a nocaaa ocobw, o P & @ﬂ_ﬂ\“_t ILLU\A ah (M- 0N
BIANOBIgae 3a BUNYCK cepil e ’
15. | Signature of person authorizing [
the batch release/ MNignuc ocobu, J
LLO BiANCBIAZE 3@ BUNYCK cepil A
16. | Date of signature/ flata nignucy | 12/10.2020
V.01 ED: 09-OCT-2020 HA AAD: 18-Mar-20
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JEPXJNKCIIYXXBA
JEPKABHA CJIYXKBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKII OBJIACTI

npocnekt Banepia Jlo6anoecekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €ZIPTIOY 37078774

BHCHOBOK
Npo SIKiCTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody

22.03.2021 Ne 8490/21/10

bPYDOEH® PAIII

(HaliMeHYBaHHS NiKapCbKOro 3aco0y 3rifHO 3 peecTpauiliHuM NOCBiIHEHHAM)
KancyJd M aKi mo 400 mr, no 10 kancy.J y 6aicrepi, o 1 6sicTepy y KapToHHii Kopo6ui

(dopma BHMyCKy, DO3yBaHHA, BUI NaKyBaHHA NiKapcbKoro 3acoly)

Homep peecrpauiiitoro nocsinuenns UA/17980/01/01 crpok aii peectpauiiinoro nocsinyenns 18.03.2025

Cepis nikapcekoro 3acoby Ne B4U00120 Kinskicts BBe3eHoro sikapcbkoro 3acody 2880
BupoGHHK I'entex Ilpatiser Jlimiten, Inain
(HaiimMeHyBaHHs BUPOOHHKA iKapChKOro 3aco0y, kpaiHa MOXOIKEHHA)
Bee3eHo B YkpaiHy CnisibHe YKPaiHCbK0-eCTOHChKE MANPHEMCTBO Y GopMi TOBApHCTBA
3 00mexenol0 BignosizaabHicTio ""OnTiMa-@apm, JITA", inen. kon:
21642228

(HatkimenyBanns Ta Koz 3a €E[IPIIOY opuau4HoT ocobu abo npi3suule, im's, no 6aTekoBi hiznuHOT
0COBH - NiANPHEMLA, 1T MicLie MPOXKHUBAHHA Ta peecTpauliiHuii HoMep 06NiKOBOT KAPTKH MIaTHHKA
nojarkis abo cepis Ta HOMeEp nacnopra)

IpoTokoa BisyansHoro koutpoio Bin 26.02.2021 Ne 0523/1.
JlaGopatopHuii aHani3 AKOCTI JlikapcbKkoro 3aco0y 3aificHeHHi:

JII "LlenTpanpHa naboparopist 3 aHamni3y SIKOCTI JiKapCLKUX 3aCO0iB i MEUYHOI TPOAYKIiT"
(mM.KuiB, Bysn.Kyapsasceka 10r)

(HaiiMeHyBaHHA Ta MiCLIE3HAXOKelHA 1abopaTopil, 10 NpoBena 1adopaTopHiii anani3 SKocTi)

BHCHOBOK LIOA0 AKOCTI JTikapckkoro 3acoby, Bunanuii naGoparopieio Bin 18.02.2021 Ne 0430

Pe3ynbTaTi 1aGOpaTOPHOrO aHANI3y AKOCTI JIIKapCHKOTO 3aco0y 3a NepeBipeHAMH NoKa3Hnkami BIANOBIAA0TH
BHMOraM METOLiB KOHTPOIO AKOCTi (aHANTHHHO-HOPMATHBHOI JOKYMEHTaLT).

3a pesynbTaTaMH [Ep)KaBHOTO KOHTPOJIIO BCTAHOBJEHO, WLIO Jikapchkuil 3aci6 BBeseHo B VYkpaiHy 3
AOTPHMAHH

Or 3aKOHOJABCTBA LI0A0 3abe3neyei

AKOCTI JliKapCchbKHX 3aco0iB.

Q/ C—— Onexciii COJIOJPAIA

(manuc) (iniuiany Ta Opi3BHLIE)

3acTy

{f'.
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