JEPXKIITKCITYXBA
JEPKABHA CJHIYXKBA 3 JIIKAPCHLKWX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ TEPHONIJIBCHKII OBJIACTI
By bponisceka, 5, m. Teprominb. 46002, 1.(0-352) 52-67-57, 25-08-59
E-mail: dls.te@dls.gov.ua, Kox €EAPIIOY 37076515

BUCHOBOK
Npo AKICTH BBE3CHOTO B Y KpaiHy JiKapesLKOro 3acody
25.11.2425 Ne §9945/25/1911
EBPODACT ®OPTE

(nadvenynamig TikapeLkorn 3acoby 3riiiH0 3 peccTPaUifiuM DOCRIAYEHHsIM)
Kancyan m'axi, 600 mr, mo 10 kancya y faicrepi, no 2 6xicTepr B kapTrounii xopobni

(hopya Bertyeky, JOIYRAHEN. BH TARY BRI TIKAPChRONG 33C0{y)
Hoxep pecerpauiiinoro nocsizsenns UA/20580/01/01 crpox aii peectpauiiinoro nocnimenna 05.09,2029
Cepin stikapeskoro 3acofy Ne MCS004 Kinsiiers sucacHoro ixkapebkoro 3acoly 8823

Bupodsuk Oni Xenexep, tanis

(HaiiMeHy AR RUPODIIVKA JKAPCLKUTO aculy, KPATHA TIOXOAKCITIN)

Beeneno 8 Ypainy Tosapucrno 3 00Mexkeno1o Biquorinamsiictio ""Konapk Iurenven”,
iaenr, kox: 25182226

(naitmenyvanrst T k071 32 CAPTIOV jopuaninoi ocotu ado tipiaruule, iM'e, 10 BarbKLBI PizndHOT
0eody - nianpuenmus, i Micue APOKUBARNA TA pCCCTPALTinuit oMep 06ixoBOT KAPTRR NAATINKA
NOAATKIB 400 Cepis Ta HOMEp NAcHopTa)

IIpeTtokon Bi3yaaLnore keurposo sin 25.11,2025 N 516.

38 peIyIbTATAMM  ACPKABHOTO  KOHTPOMIO  BCTAHOBICIO, WO NiKAPCLRMI  3acid  Baeicno ©  Yspaimy 3

JOTPHMAHHAM BUMOT 338K0H0NABCTEA 00 3a0e3TE9eHHA AKOCT] JIKEPCLKMX 3ac00i8,

T.3.0. HAUALHAKE CITYKOH Ipnra 3AJIELIBKA

(idiuiams Ta npiasnine)

{1acanona ocola OPIUHY IepKABHOCO KOHTPOMO)

M.IT,
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BATCH RELEASE CERTIFICAT!_E
CEPTH®IKAT BUITYCKY CEPII

Product name: | EUROFAST FORTE Finished Product Code: 71228131094
Haspa npoayxkuii: | EBPODACT POPTE, Koa rorosoro npogyxryy: | /124010404
I.)harmaceutlcal form, dosage: | soft capsules, §00 mg A.R. No.: FP1/25/0239
Jikapenka dopma, nosysanns: Kaneviau m’aki, 600 mr A. 3, Ne:

Strength/potency: | 1 soft capsule contains Ibuprofen 600 mg
Cuna fii/akTuBHicTs: | 1 kancyna m’ska MicTHTS ibynpodgeny 600 mr

Size and type of | 10 capsules in a blister; 2 blisters in a carton box with labeling in Ukrainian
packaging: | and English languages
Po3smip ta Tun | no 10 Kancyny 6aicrepi; no 2 Gaicrepu B KapToHHii Kopobui 3 MmapKyBanusm
MAKYBaHHA: | YKPATHCHKOIO T4 AHTTIHCLKOI0 MOBAMH

Batch No.: Date of manufacture: Expiry date:
12027
Cepist Ne: MEs004 HaTa Bupo6uuursa; 0772025 Tepm. np.: Uai2e
Reg. certificate No.: Valid up to: Batch size: boxes
Peectp. mocs. Ne: UA/20580/01/01 TN e o 05.09.2029 Poamip cepi: 12 500 KopoGoK

Manufacturer: | Olive Healthcare, Unit-1I1, Plot No. 163/2, Mahatma Gandhi Udyog Nagar,
Dabhel Village, Nani Daman, Daman - 396 210, India

Bupo6uuk: |Onis Xenckep, FOuir-II, Mot Ne 163/2, Maxatma Taupi Yaior Harap, Ta6xent
Binemx, Haui laman, Jaman - 396 210, Tugin

GMP Certificate No.: dated: Mfg. License No.:
Ceprudikar HBIT Ne: 040/2024/GMP Bin: 17.04.2024 Bupo6. Jliu. Ne: DD/688
Labelling: | Should correspond to the registered labelling, Complies
MapkyBauns: | [Tosuuno BiaMmoBigatu 3apEECTPOBAHOMY MapKyBaHHIO. Binnosinae
Packaging: | Should correspond to the requirements of MQC. Complies
[Makysanus: | IlosunHo Bignosigati suMoram MK, Binnosinae
b Analysis resu.lts': Certlﬁcate' ofanalys'ls No.: FP1/25/0239 date'd: 19.08.2025
€3yILTATH anaJisy: Ceprudixar ananizy Ne: Bix:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control analysis, at the above mentioned site in
Jull compliance with the GMP requirements of the local Regulatory Authority and with the specification

available in registration dossier. Protocols of batch processing, packaging and analysis records were

reviewed and found 1o be in compliance with GMP. I hereby confirm that all production stages for this
batch of finished product were carried out in full compliance with the requirements specified in the
current GMP guidelines approved by the Ministry of Health of Ukraine. /
Lum a 3aceiouyo, o nasedena guwe inghopmayin e 0ocmogipioio ma mounoio. Lo cepito npodyxyii

Gyno supobneno (sxrouaiouu hakyeana/mapryeanns) ma npocedeno Konmpoae it akocmi na

ct Office : Gocrel Colisuem, Somaive Hospirdd e 4
Tel: -+ 91-22-662886888, Fox : 91.22.2408 4323, Ernait e eusion eiF Hiir e

furnbscr - 400 022, INDIA.
(HE.CO.IN

Faet. : Plof No 163/2, Mahatma Gandhi Udyog Nagen, Dabhel Village, Nani Ramaon, Damarn-396210, INDIA.
el 0260 - 6622222
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SUICIWBHAYCHIN Qigvuyi y nosuili 6IOROGIONOCINE 3 GUMOZ AN GMP, ecmanoeacnumu sicuesun
PESMOPIUM OPZUNOM, O HURONC GIOR0GION0 Do cnenudiadin, wo micomumocs ¢ pecempayiiinomy
docwe. Hpomoxonu supodnuymea, RARPGAnuA mu @i arizie Gyj1o nepeisnymo 1na gemanosaeno
sionogionicme GMP. [Tum niomeepdicyio, wo eci eupodnui crmudii Qs Kict cepit 20moeot npodykuii
Gyau soificneni ¢ noeniit ¢idnoeidnocmi 3 GUMOSAMH, JUINANCH UM ¢ Hunnid nacmanosl 3 GMP,
sameepdacenitt Minicmepemeos oxoponu 300pos’st Yipainu,

Name /TIpissime | Vikash Jha/ Bikam Moxa
Position of person responsible for batch release / Head - QA

Hocana ocobn, mo signosizac 3a go3sis wa suityek cepil | Kepinnuk - QA
Signature of person responsible for bateh release: =
Ilinmie ocobm, mo signosinae 3a BHIIYCK cepil:

L.
,,,,, \«..,J

Date of signature: /’{68 2025

JaTa nignncannun:




CEPTHOIKAT SIKQOCTI
Product name: | EUROFAST FORTE, Pharmaceutical form, dosage: | soft capsules, 600 mg
Ha3sa npoayxuii: | €EBPOBACT POPTE Jdixapcbka dopma, nosysanns: | kancyan M’ sixcd, 600 mr
Generic name: | Ibuprofen soft capsules 600 mg A.R. No.: FP1/25/0239
T'enepuuna nazsa: 16ynpoden xaneynu M’ axi 600 mr A. 3. No:
Strength/poténey: | 1'soft capsule contains Ibuprofen 600 mg Product Code:
o p . : 7122813109
Cuaa nii/axtusmicrs: | 1 Kaneyna m'ska MiCTHTL iGynpodeny 600 m Koy mponyxry: ,
Batch No.: | Finished Product Code:
Cepin Ne: MC5004 : Ko roTosoro npoaykry: 71228131094
Reference STP No.: Sample quantity: capsules
ocumasus CTII Ne: | FFP /IBU/OM'{.H Kinbkicts 3pasxie: 120 Kancya
Date of manufacture: 0712025 Expiry date: 0672027 '
Hara supobunnrsa: Tepm. np.:

Analysis procedure results /
Pe

JYALTATH ADOBEXCHIA AN
7 ek

.| Description Light yellow colored, oval shape soft gelatin By p. I MQC. Compli

capsule containing clear transparent fquid, In-house method. CHPIES

Onne CBITII0-3K0BTOrO KOALOPY, OBANLHI M AK] 3a . 1 MKJI,
ENATHHOBE KARCYIH, (MO MICTHTh RpPo3apy’ Bryrpiumil Biguosinae
Gesbapary pinuuy. METOA. 4 '

2. | Ibuprofen identification / lnentudikauis I6ynpodeny ,

i} By comparison of The retention time of the principal peak in the By p. 2. MQC. Complies

retention times peaks chromatogram of the sample solution must In-house

(HPLC) # correspond to that in the chromatogram of the method.,
reference/ working standard solution obtained, as
directed under «Assayy.

iy Uv Respective absorptivities at 264 nm and 273 nm Complies
do not differ by more than 3.0%.

i} 3a nopisHsnHIM vacie | Yac YTPHMYBaHHS OCHOBHOTO MKy Ha - 3a 1w 2. MKAL Binnoginae

YIpMMakBs nikis XpoMaTorpaui BAnpoSYBAHOrO PO3UMHY NOBHHEH Bnyrpiwwin

(BEPX) # CHIBIIAJIATH 3 YacoM YTPHMYBAHHSA OCHOBHOFO METON.

‘ , miKy Ha XpoMarorpami PO3uHHY CTARIAPTHOTC/
poGouoro 3paska npu nposexerHi TECTy

. «Kinpkicre Busnavenuy.
i) Yo Bigmosinsi abcopBuiy npH 264 M ta 273 umM He Binnosinae
' ' BIADISHSIOTECH BiNblue HiK Ha 3,0%, ' ' i
3. | Average filled weight 1080.0 mg £ 5.0 % (1026.0 to 1134.0 mg) By p. 3. MQC, ‘
of capsule content = S5 paieereunian In-house method.|  1058.0 mg

Regd. iice Beiief Colisuam, Somatiye Haspdol B, B3, 2ng Frasis, B
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1 peois L
Cepenust maca 6,0 1o 1134,0 mr) 3an. 3.
HANOBHEHHS BMiCTY Bryrpiunii 1058,0 mr
Kancyna » : . MeTOZ.

4.| Uniformity of dosage The acceptance value of the first 10 units s less By p. 4 MQC,
unit (by mass variation | than or equal to L. ' Eur. Ph. 2,9.40.
method) If the acceptance value is greater than L1, testthe |~ .

' next 20 unit and calculate the acceptance value.
The requirements are met, if the final acceptance 12
value of dosage units is less than or equal to L1 o
and no individual content of the dosage unit is
less than (1-L.2 x 0.01) M or not more than (1+L2
x 0.01) M, in calculation of the acceptance value,
Li-15.0and 12-25.0. .
OnnopinHicTs H030BAHEX [puitmankue upeno as nepumkx 10 oguaune 3an, 4 MK,
OUHHHLB (PO3PAXyHKOBO-{ Mefume abo nopienioe L. €sp. Dapm.
BaroBHM METOLOM) Axmo npriivanse uKeno Ginbie ik L1 5 2.9.40,
' : BUIPOGYBAHHIO NiAN&IOTH HACTYNH] 20 0/MBHLE
Ta po3paxosyroTe NpuiiMansHe gucio. Bumory
IpHHHSTHI, KO KiHLEeBe OTpUMate rpuiiMansne 1,2
UHCI0 NO30BAHMX ONHEHNL MeHile abo AOpPIBHIOE
L1 fsxonen inausigyansuuii smicr y noaosauiif |
OIMHHELI HE € MeHIIIM 32 (1-L2x0,01)M Ta ne
€ Binbiam 3a (1 + L2 x 0,01) M, nipu
PO3paxyHKax NpuiiManbHoro uuena.
L1-1501al2-250.

5.1 Dissolution Not less than 80% | Not less than 75 % (Q)in | By p. 5 MQC. 99 94
(HPLC) (Q) in-20 min 20 min In-house method. ¢
Pozsmnenna He mente nix 80% | He menmme apx 75 % Q) |3amn 5 MKA. '
(BEPX) (Q)3a20xB 3220 x8 Brytpimmii 99 %

' METOA.

6.1 Related substances ' By p. 6 MQC.
(HPLC) : In-house method.
i Iouprofen impurity B | i. Not.more than 0.15% 0.06 %
ii, Any other impurity | ii. Not more than 0.15 % - BDL (Less
iii. Total of all impurities | iii. Not more than 0.7 % . - than 0.05) %

4 0.06 %
Cynposinxi aominmm Ban. 6 MK,
(BEPX) . Bryrpitimiii ,
i.Momitka B i6ynpodeny| i. He Ginbue nix 0,15 % METOZ, 0,06 %
ii. Byno-sika inmeg ii. He 6imbuie nix 0,15% ‘ ‘ H3JT (mepmre
BOMiIuKa Hix 0,05) %
ili. Cyma Beix nomimox
LN
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a) Escherichia coli a) Maiors 6yru igcyrsi/l r

7.} Assay (HPLC) Not less than 570.0 mg and not more than 630.0 By p. 7MQC. 596.59
Ibuprofen Ph. Eur. m In-house NP
p - & 99.4 %
600 mg Not tess than 95.0 % and not more than 105.0 % method,
Kinskicue Busnavenns | He MeHIle Hixk 570,0 Mr ta e Ginviue wix 630,0 | 3an. 7 MKSL
(BEPX) Mr Bryrpiumniit 596,59 mr
I8ynpoten €bp. Dapm. | He menme Hik 95,0 % Ta ne Ginvine ik 105,0 % | Meton. 99,4 %
600 mr '
8.| Mierobiological purity* By p. 8 MQC. :
i. Total aerobic i. Not more than 10° CFU/g Ph. Eur, Complies
microbial count 2.6.12, and
(TAMC) 2.6.13. :
ii. Total combined ii. Not more than 102 CFU/g Complies
yeasts and mouids 4 “ '
count (TYMC) ;
iii. Specified
microorganisms:
a) Escherichia col a) Must be absent/1 g Absent/1 g
MixkpoBionoriuua 3an. 8 MKSL
ypcrota¥ €sp. Dapw.
i. 3aransHe uncno 1. He Ginsue nix 10° KVO/r 2.6.12.1a Biznosinae
aepobHux 26,13,
MIKpoopranizmia '
{TAMC)
it. Sarasnste wueno ii. He 6inbime Hix 102 KYO/hr Binnosixae
APDKIUKOBHX Ta ‘
niicenenux rpnbis
(TYMC)
§ i, Crieuyriumi
MiKpooprarizmy:

Bigcyrni/] r

Name and position of person responsible for the analysis: | Kamlesh Sharma, GM Q.C.
Ilpissume ra-nocana ocobu, mo Bignosinae 3a anaxis: Kamoaen Mapma, 'K K51

Signature of person responsible for analysis: : (@L
: (W

Date of signature:

Tipnne ocoGu, mo BignoBigac sa apagia:
; 19.08.2025
Jdara nigmacanus;

H{ 5
AN
b

SRR - A0 DR, TNEHA,
Feam@aiveheeithicas. co &y
iluge, Honi Domon, Dorran-89 SEH, M.

4 Oifcs | Sodsi Colisven, Bomsiyer J:’r:«s;«:'it‘dgfrﬁm'? ;
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