30.08.2023 .-

,&EP)KJHKCHY}KEA
I{EP?KABHA CIYXBA 3 JIKAPCBKHX 3 L&COB

KANCYAH M s:m, 200 sr/500 m‘, o 10 pancyay 6J!ierep1~ ng i 6J'zmpy-.

{thopma BUTYCKY, ROIYRAKER, BHI NIAKYRARHS mKapC&KD!‘G EELEY

Cépin :rixapcamr?;_} sacoby M GX3002

Bupofuuk : Onis XE:?!CK&;), Ingia
; {HaliMeHVBEHHR BHpoGHkKa nkapcm.nm

Brezeno B Yipaiuy Tﬁsa.puc"ran» 3 00MEseH o0 Bml‘tomaam,mw‘m
g inent, wox 25182226 E

aoaursia 260 ceply T2 NoMep ﬁaur'_:'( m
ITporokon éiéya%imhfé wortrpoiia 5l 26.07,2023 M 607/0/01.21-23/5.

Jlabopatophui aga.ni& #RooTl Hrapewkary sacoly sniicaenmit;

32 pewyasvATEME ACPWABHOTG KOWTPOMG  BOTAHOBIGHCD, o nixapfbm‘;s
_ﬂﬂT?HMﬂHHﬂM BETMG 'Y’E};B;ﬁias.}:‘aa IO, 3ABEINEUCHHA RROCTI nixg ;>c

BHCROBIK LIOH0 AXOETE Mikapéskors 3acofy, Bimanull naboparopien sin 28 0‘3.“02? Nu iﬁgi} b Tt

Pesynbraty SafopaTopHoTo aHanisy TxocTi Akapeerorn 3acoly 3a ncpem;x:amvz ﬂexarm L'k:mié Bl!ﬁﬂﬂ‘ﬁﬂl&m Th.
BHMOTAN METOAIE xompmxm ARoeT] (GHARITHYHO- ROPMETHEHOY mxyuemaanj . : -

2 S
./f “, . . >

F5 TpIARATIE]




HEALTHCARE

Ceprydirat Ne; EP3/A3M034 Cropinka I3

Certificate No.: Page 1 oﬁ‘I
1

CERTIFICATE OF BATCH RELEASE
CEPTH®IKAT BUITYCKY CEP1i
Product name: | EUROFAST COMBI
Hazea nponykuii: | €EBPOPACT KOMB]
Pharmaceutical form: | soft capsules, 200 mg/500 mg Maaufacturing country: | India
Jixapcera ¢opma: | xancyaw m’axi, 200 mr/500 mr Kpaina-supobun: | Inaia
Strength/potency: | 1soft capsute contains Ibuprofen 200 mg and Paracetamol 500 mg
Crana giifaxrupicrs: | 1 wancysa m'awa MicTaTs ifyopodenry 200 Mr T3 napaneramony 500 mr
Type and size of | 10 capsules in a blister; 1 blister into a carton box with labeling in Ukrainian and
packaging: | English
Baui poamip | no 10 kaneysn y Gnicrepi; no 1 Gpictepy B kaprouuiii wopobui 3 Mapxypaansm
¥HAKORKH: | YKPATHCEKOH T aHrillchkol MOBAMH

Batch No.: Batch Size: packs
Cepin Ne: X002 Posmip cepil; 25000 YNZKNBOK
Mfg. Date: Expiry Date;
Jara pupabwnuresa: S0 Tepmin npROATHOLTL: 1SRES
Registration Certifieate: | 1}, /1510001701 Valid up to: {4 03 2027
Peecypaniiine nocpintenyn: Riiicne not
Name of manufacturer: | Qlive Healthcare License No.: DD/68S
Haiimenynanua gupobuaka: | Onis Xenckep Jliuenzia Ne:
Location: § Unit 2, Plot 163/2, Mahatma Gandhi Udyeg Nagar, Dabhel Village, Nani Daman,
396214, India
Micnesnaxomwenna: | FOuit 2, et 163/2, Maxavaa Mauni Yaior Harap, Ja6xesnn Binens, Havi Namau,
a 396 210, Innia
5 Conclusion on ::ouﬁrmaﬁon of GMP l':lertlﬁca!e No.: §34/2021/C-1319 datcfd: 01.12.2021
Heuonox mogo nigreepakenis ceprhdikary HRIY Ne: BT
Labelling: { Should comrespond to the registered labelling. Complics
] Mapxyranma: | UlopHuao Binnosinaty sapeccrposaioMy MapKyBaHmi. Binnosinac
Packaging: | Should correspond to the requircments of MQC. Complies
Maxysansn: | Tlopuado sinnosinati srmoram MK, " Binnosiaac
Analysis results: | Certificate of analysis No.: dated:
Pesynprare auanizy: Ceprudivar ananisy Ne: EX2asi008e Bin: 12.05.2023

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manyfuciured, including packaging/abeling end quality conirol af the above mentioned site i Jull compliance
witl the GMP requirements af the locol Regulatory Anthority and with the specification available in registration

dossier. The butch processing, packaging and anolysis records were reviewed and Jound to be in campliance with
GM L,
Uun a sacsiduyio, e nasedena euwye indiopsiauin € docmoaipuore ma mosuow, Lo cepiro npadyrayi yne
GUPOORENG (8KRI0 RTIOYit RAKYRUHNA/MAPKY ALY MU KORMPORY [T RKOCII Ha suig e3a3haeii S2P0Bi i
SinsHugl npocedeno ¥ nosHIl aldnosionocmi 3 sumozant GMP, scmansefeniisiu Micuecun PEZYAAMOPIHUM
opIanoM, @ maoxe ¢iOR08iono 90 crenninayll, uwy micmumuca e pecerpayiiinesy docse. Hpomoxonu
SUPGORIIIAT, NAKYOAIIA g eUtidie BYno RepedIHYma wa gcranioanceits gidnesiouioms CMP,
Nawme | Mr. Rajan Desai * K
Pusition of person authorizing the hatch release | Vice Presldent — Quality
Mpiweume | Man Pagwan Jlecati
[Mocaga ocobn, ska BHAINS NOIRIT M2 RuRYCK cepif | Bigs-mpganaent — Hricn.
Signatare of person authorizing the batch relcase
AT GOy, nra snaana AOIRIN #3 BUNYCK cepii | -
Didte of signature
HMata nignucanns

3 Hospital Road, B-3, 2nd Flaor, Sion (Fast), Mumbai - 400 022, INDIA,
B 4323, Email : customercare@olivehealihcare.co.in

w
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CEPTHQOIKAT AHAI3Y

Ceprudicar Ne: | FP2/23/0084 | Cropiakal33 |
Hazsa npoxykuil; | CBPOPACT KOMBI
Jlikapehka gopma: | kancynm m’axi, 200 smr/500 mr
Cepis No: | GX3(02

Jata BupoGauuTea: | 04,2023 | Tepmibs npuparnocti: | 03,2025
PesynpTard nponeIeHns auaizy
3[‘:1 Tlokasnnkn BuMorn qo noxasnuka KCD;II?:II"I(’)SIJ};[O PEIVILTATH
IT Onne M'axi skematHHoBI Kancyid osanbioi | 3an. 1, MK, | M axi xenaTaHoBi
Gopmu, uenposopi Gimore komsopy 3 | eHyTpunHid | KanCyaH oBasBHOT
oaHoro Boky Ta Henposopl cRIFNO- | METOR, dhopMH, Henposopi
KOPHYINEBOrO KOJLQPY 3 IHUIOrQ, 1O 6o KoaBOPY 3
MICTATE cycnensiio sin malsxe Ginoro onHoro Goky Ta
A0 Binoro konsopy. Henposopi CBITIO-
KOPHUHEBOIO
KONbOPY 3
inigoro, i)
MICTHTE
CYCNEH3i10 Maike
L \ y Binoro koaLopy.
2. | Imewtndikauin |
2.1 | B ibynpogeny
i} 3a nopieuAnHAM uacis | Yac YTPUMYBAHHA OCHOBHOIO Triky | 32 n. 2.1,
yTprMarHa nikis (BEPX) ibynpodeny y  sunpofoByBauosmy | MK,
PO3MMHI BIANOBINAE YAy yIpMMYBaHHS | BHYTPIUHH
OCHOBHOI'O iKYy _i6ynpo¢)eny Y | METOL Biznosinae
. CTAHAAPTHOMY PO3YHHI NPH IIPOBEaeHI
Teery «KinekicHe Buzuagenas.
ii) Ja CNEKTPOM YD-cnexrp noTIYHAHHS iGynpodenty ¥ | 32 . 2.1,
OTPMMAHUM  Ha  TiOAHO- Bﬁnpoiioaymafmm:v Posqnni ASMOHCTPYE | MK S,
MaTpHYHOMY neTexTopi | MAKCHMYMU I MIMIMYMH PR THX Xe | puyrpimmiii e -
(BEPX) JOBMHHAX XBHAR, 110 1 ang Y Q-crekrpy METOJL IATTORI A
NOTSIHHANHA i0ynpodeny y
CTaHAAPTHOMY PO3IHHI TPH NpOReNeHAI
_ TeeTy «KinkKicHe BU3NAYEHHA.
2.2 | s napaueramony 3a n. 227
' M,
) 32 nOpIERTMAAM Yacin | Uac  yTphmySalns  OCHORHOTO niky | BHYTPILIHIi
yTpumanis nikis (BEPX) apaucTamMony y  BHIPOGOBYRaHoMy | METOIL.
PO3UMHI BiNMOBiNAE yacy yrpHMyBaHig Binnosinae
OCHORHOTO  niky  papaueramony v '
CTAHJIAPTHOMY DO3HHHI TP [IPOBENEHH]
TecTy «KinsxicHe BHIHAMCHHA».  *
i) 3a CLIEKTPOM Y O-criekTp rornuianng TapalneraMaity | 34 q 2.2,
OTpUMEHWM  Ha  niomuo- | ¥ BHNIPODOBYBAHOMY po:;q.nn.i ‘ MK,
o, ACMOHCTPYE MAKCUMYMH 1 MiHIMyMN BHY TP
TIPH THX ke AOBKMHAX XBHIB, WO 1 418 | meron, ) )
YP-cnexrpy normuianHs Bimmosinae




Ceprudixar No: | FP2/23/0084

| Cropinxa 23 ii_]

MIApateTaMoNy y CraHAAPTHOMY PO3HHHI
Tiph npoBeseHAi Teety «KinbkicHe
BH3HAYCHHA».

{(Homimxa 1
3. DByas-sxa uesinoMa
inamBinyanbHa
JoMilrka
4. Cyma gomiuwok (3a
BUKIOUCHHAM JOMILIKA J)

2. He Biabwre Hix 10 ppm

3. e Butse vk 0,25 %

4. ne Ginnwe vk 0,50 %

OnHopiaRicTs no3oBaHMX TputiMansue wicno (AV) s mepumx | 38 1. 3 MKS,
onukuue (BEPX) 10 onuHuIe MeHwe aSo gopisaioe L1; Cop. dapm,
Ak AV Ouibuie Hix L1 2.9.40
(Meropoum pamoro BUNpoByBAHHIC MIAZaM0TE nacTynHi 20 AV: 0.9
BHIHASEHIA ONEOPIANOCT] | onuumis 1a PO3paxXCBYEOTEL NPHAMANEHE 15 ;J{b’c
BMicty iGynpodeny Ta ypcno. Bumord npHiHaTHI, sxi0 YIPORELY
napaueramony) OTpHMaHe [IPHAMANTPHE YHCIO A0I0BAHHX AV: 0.8
oaMiuL Metlte afo nopizmoe L1 | T
WOAEH IHAUBIAYAIENUE BMICT Y MapaueraMony
NO30BAMIR ONUERLI ne € MedmM 3a (1-
L2 x 0,01) M Ta ne ¢ Ginpwwm sa (1 + L2
*x0,01)M, ne L1 = 15,0 1a L2 = 25,0)
Posunnenus (BEPX) He mentue ik 75 % (Q) 3a 30 xsunun Jam. 4, MK,
I6yupoden BHYTPILIHIH 97 %
METOI,
Posurkenns (BEPX) He menme mik 75 % (Q) 3a 45 xpunun | 3a n. §, MKS],
Iapaneramon BHYTPTIEH 99 %
METOxN,
Cynposigti ZoMiwkm L. GMIC,
I6ynpodeny (BEPX) , o Bpur. bapw.
1. Tomimxa B 1. ue ﬁ%nmue HiK 0,3 % BHYTPILLHIH He BHABJIEHO
: 2. pe Ginswme wik 2,0 % METON. H3JI (Menime 1k
2, Jlomimka 0,05 %)
Oynpodeny 1- '
MOHOLTILIEPU.LY 3. ne 6inblue ik 0,3 % 0,05 %
3. InawsigyanbHa
Hecoenikosana
JOMILIKA
4. Cyma joMimok (32 | 4 e 6inpmre i 0,7 % 0,10 %
BHIKDOUCHHSAM AOMilIKKH
B i nomiku
iGynpodeny 1-
MOHOFITiLepHIy )
.| Cynposiani gomimxy 3a . 7 MKJI,
(BEPX) ICH, )
[Mapaueramony BHYTPIMHIH
I 4-Aminoderion 1. He Gutbiue ik 0,10 % MeTOA. H3J] (Morme ni
(Homimka K) 0,05 %)
2, 4-Xnopauerawinin .

He BusBieHO

0,01 %

0,03 %

KutekicHe Buanavenns (BEPX) (xou

a1 § MKA,

MICTHTR): BHYTPittil
I6ynpoden Cap. dapar. / METOA. |
gellt
- T:\% -
=4




Ceprriixar No: [ FP2/23/0084

[ Cropinka233]

Gineiue Hik 210,0
MT

He mennie nix
95,0 % Ta He
6instoe Hbk 105,0

IPRENATHOCTI
He wsenme ubi [ He senwme Hbx
190,0 mr ta we | 1850 mr Ta He

Gineme wik 2150
Mr

He Menwe nix 92,5
% Ta we Ginpiue Hik
107.5 %

%o
Mapaneramon Crp, ®apM He wsenme ik | He memwe  Hix
4750 Mr ma me | 4625 Mr Ta nHe

Hinkme nik 525,0
MT

He MeHine Hix
Q5,0 % Ta ne
Oiplue Hix 1050
%

Ginvwe nix 537,5
MP

He menwe uvix 92,5
% Ta ne Hinpe Hix
107.5 %

|

199,20 Mr
99,6 %

498 98 mr
99,8 %

9. | Brpara ® Maci npH He Ginpwe nik 12,5 % m/m 3a . 9 MK,
BHCYUTYBAHH] Eap. Mapm, 11,04 % m/n
2232,
10. | Mikpobionoriuna ukctora Janm. 10
MKA,
i. Jaranere YHCHO €sp. apm.
2epobHix MIKpOOpranisMis | i, He Gimsuze win 10° KYO/ 2.6.121a . Bimosinac
(TAMC) 2.6.13
ii. 3aranbHe yneno
APDRIDKOBHX. T TUTICEHERHN,
PEHGIE(TY ML) ii. He 6inLiue wisk 10° KYO/r Bianorigac
ill. Cneguds i
MIKPOOPraniaMi:
a. Escherichia coli .
a. Mae 6y sincyrnim/1 r Bincymi/l ¢

Mpizane
Hoeana ocolin, sinmosiiansmnel 3a aganis

Kamaew IHapma

Homiunnk remepannaoro Kepisnusa K.51,

Ilinnuc ocobn, BinmoninanuLuol 3a anani

Jara mignacanns

12.05.2023

Tlepewaaz spificheno BlIacHMKOM peECTpamiMHOTO MOCRingena
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HEALTHCARE

Certificate No.: ' Page 1ol
Ceprudirar Ne: F_P2/23/0085 Cropistsca 13 11

CERTIFICATE OF BATCH RELEASE
CEPTHOIKAT BUNIYCKY CEPIT

Product name: | EUROFAST COMBI
Hassa npoaykuii: | EBPOPACT KOME] _
Pharmaceutical form: | soft capsules, 200 mg/500 mg Manufacturing country: | India
Jlixapeeia dopma: | kaneynn M’ aki, 200 mr/500 mr Kpaiga-supobmuk: | Tnain
Strength/potency: | 1 soft capsule containg Ibuprofen 200 mg and Paracetamol 500 mg
Cuaa pilaxasuicry: | 1 kancynxa M'aka MicTuTs iSynpodeny 200 Mr Ta mapaueramoy 500 mr
Type and size of | 10 capsules in a blister; 1 blister into a carton box with labeling in Ukrainian and
packaging: | English
Bz i posmip | mo 10 xancyn y fricyepi; mo 1 GnicTepy B kapTouuiil kKopobui 3 MAPKYBAHHIN
YHAKOSKIC | YKPATHCLKOIO T4 aHIJTiCEKOS0 MOBAMH
Batch No.t | o100 Batch Size: | 5000 [pacl\s
Cepin Na: i Poamip cepil: YUAKOBOK
Mg, Date: | 45003 _ Expiry Date: } 43095
Jata BipoSuuUTBA; TepMiH NpHAATHOCTI: |
Registration Certificale: } 11, /1 9195/01/01 Valldup to: | g4 47 2027
- Peccrpauiiing noesiguennst: A Hiltcue po: B
Name of manufacturer: | Olive Healtheare License No.: DD/688
Ha#ivenysanus supobunka: | Onis Xenexe Jiuensin Ne:
YBaHHT BHD: Nip p X
I l,ocat'mnv:-[ Unit 2, Plot 163/2, Mabatma Gandhi Udyoeg Nagar, Dabhel Village, Nani Daman,
396210, India
Micuesnaxopenrns; | FOuir 2, [Lnor 1632, Maxarma Tani Vaior Harap, NaGxens Binemws, Hani Jana,
- 396 210, Ingin
Conclusion on confirmation of GMP Certificate No.: dated: .
Bucnorok moxe nireepmkenns ceprudivary HBIT No: SS42021/C-A31Y 4 Bin: 01.12.2021
Labelling: | Should correspond to the registered abelling. ' Complies
Mapxysanns; | JToBuHIO BIANOBIAATH 32pCECTPOBAHOMY MADKYBAHIIO. Binnosigac
Packaging: | Should correspond to the requirements of MQC. Complies
Takysanns: | IToruHro pignonigatu pumoram MICH. : Binnosinae
. e\nzflytsis resu_lts: Certiﬁf:ate‘ bfanalys'is No. | FP2/23/0085 date‘d: £2.05.2023
|___Pesynpraru auanisy: Cepradixar ananizy Ne: Bin:

1 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 pientioned site in full cospliance
with the GMP requirenients of the local Regulatory Authority and with the specification availadle It regisiration
dossier. The balch processing, packaging and analysis records were reviewed and Sfound (o be in compliaizce with

GMP.

Lust 8 3aCeiduyio, o Hagedena suuge indopMaria € docmogipnoro ma mounoro. Lo cepiro npodyxuli Hyno
arpobneno (srmoyaionu nauyaamuz/mapxyeamm) i KoHBpoas W akocmi 1a guuesasiaueniii suposiunil
dinvsaeyi nposedeno y nosriit 6idnogidnocmi s cumozan GMP, ¢craaitosneiuMu MiCueats pezyaRnmopiiia
0pALAM, @ MAKOI ¢iIdn0eidie 00 cneyurranii, 1o MICHIERbCR 6 PECCMPaiinoaty 00CHE., Ipomosonu
REPOOHULMMED, RAKYEAIIA A ananizie Gpnn nepe2nnliymo mMa GCHanosneny gionoaionicms GMP,

- ' Name | Mr. Rajan Desai |
Position of person authorizing the batch release | Vice President — Quality
HMpissime | [Tan Papxan Jecait
Tlocaa ecobu, RKA BHAANA JO03BIN HA BUTTYCK cepil Bjue-upeinient — Awict,

) Signature of person authorizing the batch release (m

| TMinnue ocolH, KA BUAIIA A03BLL HA BUTIYCK cepil | "\ N
- Date of signature | 1o,
. 12.05.2023

UNIT-2 L JlaTa pianucanus
Regcl. Office : Godrej Colisuem, Somaiya Hospital Road, 8-3, 2nd! Floor, Sion (Fast), Mumbai - 400
Tel: +91-22-66288888, Fax : 91-22-2408 4323, Email ; customer.care@alivehealthcare.co.in
Fact. - Unit-ll, Plof No.163/1&163/2, Mohatma Gandhi Udyog Nagar, Dabhel Villoge, Nani Daman,
Tel.:0260 - 6622222 ' )

Ne25182226

5(5 26.54.28 fole




CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
HEALTHCARE ' :

QHC/I/FMI4/03-SOP/QA/040

capsule, one side white opaque | capsule, one side white
and another side light brown | opaque and another side
opaque colored, containing off | light brown opaque

white  to  white  colored | colored, containing off

Product Name EUROFAST COMBI o
Generic Name Tbuprofen 200 mg with Paracetamol 500 mg soft gelatin capsules
Finished Product.Code 7122813129A Product Code 7122813129
Batch No. - GX3003 Page No. Page 1 of 4

1 A.R. No, FP2/23/0085 Mfg Date APR-2023
Batch size 250,000 capsules ‘ Expiry date MAR-2025
Sample quaatity ' 150 Capsules Date of release 12/05/2023
Sampled by / Date Hiren 02/05/2023 Reference STP No. FPP/IBP/039-01
Container Closure details I x 10's Blister Pack. T
i‘;’ Test Parameters Spgcnﬁcatlon Result Proccdu‘re Ref. No

[. | Description Oval shaped, soft gelatin | Oval shaped, soft gelatin FPP/1BP/039-01 (1)

In-house

suspension, white colored suspension..

2. | Identification Test )

2.1 | Forlbuprofen The Retention time ol the major | The Retention time of the | FPP/IRP/039-01
i) By RT comparison peak of lbuprofen in the sample | major peak of lbuprofen in | (2.1) In-house
(HPLC) solution correspond 1o those of | the sample solution

Standard solution, as obtain as | correspond to those of
- Assay. Standard solution, as obtain
as Assay.

ity By PDA (HPLC) The UV absorption spectra
' of the lbuprofen in the
sample solution and that of
standard solution exhibit
maxima and minima at the
same wavelength as

obtained in Assay.

The UV absorption specira of
the Touprofen in the sample
solution and that of standard
solution exhibit. maxima and
minima at the same wavelength
as obtained in Assay.

FPP/[BP/039-01
(2.1) In-house

22 |B acetamol The Retention time of the major | The Retention time of the | FPP/[BP/039-01
i RT S2yparison peak of Paracetamol in  the | major peak of Paracetamol | (2.2) In-house
. o,,;ty,.x sample solution correspond to | in  the sample solution
o ¥ . A those of Standard solution, as | correspond to those of
Q " \6 $ N R P!
=9 “\N A obtained in Assay. Standard solution, as
-% -\g@@" o 00 82 obtained in Assay.
\ \G“‘“‘ “g
210 3
8, Y55 0'0“9‘* Prepared by Checked by Approved by
Sig gt ! @
/,ﬂ&//(/’/ Q—wfm*“-\ VQ’L
Name MEHUL RANA SANJAY PATEL KAMLESH SHARMA
Title SR.EXECUTIVE Q.C. -DY.MANAGE:{_ Q.C. AGM Q.C.
Date J21o5] etz wleslanan |0 yinees

UNIT-2 ;
Reqgd. Otfice : Godref Colisuem, Somalya Hospital Road, B-3, 2nd Floor, Sion (East), Mumbal - 400 022, INDIA,
Tol: +91-22-66288888, Fax ; 91-22-2408 4323, Email ; customer.care@olivehedlihcare.co.ln

Fact. : Unii-, Plot No.163/1&163/2, Mahalmo Gonahi Udyog Nagar, Dabhel Village, Nanl Daman, Domai
Tol.:0260 - 6622222

'

b e ——
””Vmaiuuz; .v'mfn Xapxis
ona CEPTUDIKATIB

B "KOHAPK \HTENMEL’
. Ne25182226




CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

"HEALTHCARE
OHC/II/EM/4/03-SOP/QA/040

Product Name EUROFAST COMBI
Generic Name | Ibuprofen 200 mg with Paracetamol 500 mg soft gelatin capsules
Finished Product Code 7122813129A Product Code 7122813129
Batch No. GX3003 - Pape No. Page 2 ot 4
1 A.R. No. FP2/23/0085 Mfg Date APR-2023
Batch size 250,000 capsules Expiry date MAR-2025
Sample quantity 150 Capsules Date of release 12/05/2023
Sampled by / Date Hiren 02/05/2023 Reference STP No. FPP/IBP/039-01
Container Closure details 1 x 10's Blister Pack.
;’; Test Parameters Speeification Result Procedure Ref. No
i) By PDA (HPLC) | The UV absorption spectra of | The UV absorption spectra FPP/IBP/039-01 (2.2)
the Paracetamol in the sample | of the Paracetamol in the | In-house
solution and that of standard | sample solution and that of
solution exhibit maxima and | standard solution exhibit
minima  at - the  same | maxima and minima at the
wavelength as obtained in | same  wavelength  as
, Assay. oblained in Assay.
3. Unifbrmity-of Dosage | The acceptance value of the Dibuprofen : FPP/IBP/039-01 (3)
Units (HPLC) first 10 dosage units is less Ll1:0.6 Ph. Eur, 2.9.40
(By Content than or equal to L/ [f the
uniformity far acceptance value is greater 2) Paracetamol :
tbuprofen and than L1 test the next 20 dosage | b1 0.8
Paracetamol) unit  and  calculate  the
acceptance value. The
requirement are met if the (inal
acceptance value of dosage
units is less than or equal to L
and no individual content of
the dosage unit is less than (1-
L2 x 0.0DHM or more than
(1+L2 x 0.01)M in calculation
of the acceptance value.
L1is 15.0and L2 is 25.0.
4. Dissolution: by Ibuprofen :
HPLC , NLT 75% (Q) in 30 Minutes Min :93 %
Ibuprofen : Max @ 102 %
Mean : 100 %
Prepared by Checked by
Signature ) !
Name MEHUL RANA SANJAY PATEL KAMLESH SHARMA
[ Title SR.EXECUTIVE Q.C. DY .MANAGER Q.C. AGM Q.C.
Date /2.1 0S] e \AA O S)aD A3 1220 6.0aR D

Yxpaina MICTO
®
Regd. Office : Godrej Colisuem, Somalya Hospital Road, 8-3, 2nd Floor, Slon (Easi), Mumbal - 400 022, INDIA, j - “KSS?:‘;;HZTZ%_

Tel: +91-22-662868888, Fax : 91-22-2408 4323, Emall : cusiomer.care@ollvehealthcare.co.in _______—-——-—""‘"—_
Fact. : Unit-ll, Plot No.163/1&163/2, Mahatma Gandhi Udyog Negar, Dabhel Village, Nani Daman, Darnan-396210, INDIA.
Tol,:0260 - 6622222 i ) . o




HEALTHCARE
QHC/A/FM/4/03-SOP/QA/040

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Product Name

EUROFAST COMBI

Generic Name

Ibuprofen 200 mg with Paracetamol 500 mg soft gelatin capsules

Finished Product Code 7122813129A Product Code 7122813129
Batch No. GX3003 Page No. Page 30l 4

1 A.R. No. FP2/23/0085 VIfg Date APR-2023
Batch size 250,000 capsules Expiry date MAR-2025
Sample quantity 150 Capsules Date of release 12/05/2023
Sampled by / Date Hiren 02/05/2023 Reference STP No. FPP/IBP/039-01

Container Closure details

| x 10's Blister Pack.

I?Ilo Test Parameters SpEptGtlaY Result Procedu [C, Ref. No
5. | Dissolution: by HPLC NLT 75% (Q) in 45 Paracetamol: FPP/IBP/039-01 (5)
Paracetamol: Minutes Min: 85 % In-house
Max: 101 %
Mean : 97 %

6. | Related substances for

FPP/IBP/039-01 (6)

Ibuprofen In-house, British
(HPLC) Pharmacopoeia,
[ Impurity-B ENMT 0.3% I. Not Detected
2. thuprofen |- monoglyceride ,
impurity 2.NMT 1.0% 2. BDL
3.Individual Unspecified : (Less than 0.05%)
[mpurities 3NMT 0.3% 5. 0.06%
4. Tolal Impurities (Other than
tmpurity-B and tbuprofen 4ANMT 0.7% 4. 0.11%
|- monoglyceride)
7. | Related substances: (HPLC) FPP/IBP/039-01 (7)
For Paracetamol BDL [n-house, ICH

1.NMT 0.10 % L

. d-Aminophenol (Imp-K) (Less than 0.05%)

|

2. 4-Chloracetanilide(lmp-J) | 2. NMT 10 ppm 2. Not Detected

3. Any unknown individual 3.NMT 0.25 % 3. 0.01 %
Impurity

4. Total Impurities 4 NMT 0.50 % 4. 0.03 %

{Excluding Imp-J)

Prepared by Checlked by

Signature !
et
MEHUL RANA
SREXECUTIVE Q.C.

J2L0572wLs

KAMLESH SHARMA
AGM Q .C.

SANJAY PATEL
‘DY.MANAGER Q.C.

lod anay

Name
Title
Date

% \g i) no2n

UNIT-2

Regd. Office : Godre] Colisuem, Somalyo Hospital Road, B-3, 2nd Floos, Skon (East), Mumbai - 400 022, INDIA.
Tol.; +91-22-65288888, Fox : 91-22-2408 4323, Emoll : customer.care@oliveheulthcare.co.n

Fact, : Unit-ll, Plof No.183/1&163/2, Mahatlma Gandhl Udyog Nagar, Dabhel Village, Nani Daman, Damaon-39
Tel..0260 - 6622222 B

ftlx-na"ma micTo Xapxis

<ﬁ Jivit] CEPTUODIKATIBIY
ROHAPK IHTENMEL"
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UNIT-2

HEALTHCARE
OHC/I/FM/4/03-SOP/QA/040

CERTIFICATE OF ANALYSIS FOR FINISHED

PRODUCT

Product Name

EUROFAST COMBI

Generic Name

Tbuprofen 200 mg with Paracetamol 500 mg soft gelatin capsules

Finished Product Code 7122813129A Product Code 7122813129
Batch No. . GX3003 Page No. Page 4 ol 4

| A.R. No. FP2/23/0085 Mfg Date APR-2023
Batch size 250,000 capsules Expiry date MAR-2025
Sample quantity 150 Capsules Date of release 12/05/2023
Sampled by / Date Hiren 02/05/2023 Reference STP No. FPP/1BP/039-01

Container Closure details

1 x 10's Blister Pack.

Sr.

No Test Parameters Specification Result Procedure Ref. No
8. Assay By HPLC: (Each soft gelatin capsule contains)
Ibuprofen Ph. Eur, NLT 190.0 mg and NMT 210.0 mg | 199.73 mg FPP/IBP/039-01 (8)
' NLT 95.0% and NMT 105.0% 99.9 % [n-house
Paracetamol Ph. Eur. | NLT 475.0 mg and NMT 525.0 mg | 498.08 mg
| NLT 95.0% and NMT 105.0%. 99.6 %

9. | Loss on drying

NMT 12.5 % m/m

10.58 % m/m

FPP/IBP/039-01 (9)
Ph.Eur 2.2.32

10. MlClObtal enumeration: FPP/IBP/039-01
i. Total aerobic microbial i, Not more than 10’ cfu/g <10 cfu/g (10)
count (TAMC). Ph.Ear 2.6.12 and
i. Total combined ii. Not more than 10 cfu/g < 10 cfu/g Ph.Bur2.6.13
yeasts/mold count (TYMC)
i1, Specified
microorganisms: a. Must be Absent/lg Absent/g

- a. Escherichia coli

v
Conclusion: The sample of above batch complies/deesnot-comrpty as per specification no. FPS/IBP/049-02

stands * Apb(vcd/ReJected”

Abbreviation:
NMT : Nat More Than

HPLC: High Performance Liquid Chromatography

NLT : Not Less Than

UV: Ultraviolet

PDA : Photometric Diode Array RT : Retention tipg **9
%  : Percentage cfu: Colony for {
Ppm : Parts per million m/m : Mass j
9 : Gram mg: milligrarf
Prepared by Checked by ’ . < ,/
Signature p '
et =100
Name MEHUL RANA SANJAY PATEL KAMLESH SHARMA
Title SR.EXECUTIVE Q.C. - DY.MANAGER Q.C. AGM Q. C.
Date & S — -
e /LIOS’% 7=b \\ }‘ \1 D d ‘J‘D J\B YxBamd—mcmvx pKig

Regd. Office : Godre] Colisuem, Sarnaiya Hospital Road, B- 3, 2nd Flooy, Sion (East), Mumbal - 400 022, INDIA

Tol.: +91-22-66288888, Fax ; 91-22-2408 4323, Emall ; customercors@olivehealthcare.co.in
« Unil-ll, Flot No, 163/1&163/2, Mahatma Gondhl Udyog Nagar, Dabhal Village, Nanl Daman, Daman-396210, INDIA,

Fact.

Tel.:0240 - 6622222

(805 CEPTUDIKATIB|

!

Ne25182226

TOB "KOHAPK IHTENTME/ZL"




JEPAJIIKCITYKBA
AJAEPKABHA CJIYXKBA 3 JIIKAPCBKHNX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMH Y XAPKIBCBHKIIA OBJIACTI

By Ipomansscexa, 25, M. Xapkis, 61057, ten/gakc: (057) 731-50-68,
e-mail: dls.kh/@dls.cov.ug, https://www.dls.gov.ua, Kon €JPTIOY 36985153

BUCHOBOK
NMpo SKicTh BBE3¢HOro B YKpaiHy JikapcsKoro zaco0y

30.08.2023 Ne 44128/23/20

€BPODACT KOMBI

(HaliMeHyBanng NiKApeLEOro 3ac00y IriaHn 3 peccTpauifikis nocH JMeH M)
Kaneyau M'ski, 200 Mr/300 mr, o 10 kancyn y 6aicrepi; no 1 6nicrepy B kapTonhii Kopobui

($opMa BANYCKY, DO3YBHUHHS, BWI AKYBAIINS FIKAPCLKOTY 3ac0By)

Homep peectpauiiHOTO noCkineRHa UA/19195/01/01 cTpok if peecTpauifinero nocsinuenna 04.02.2027

Cepin nixapcskoro sacofy Ne GX3004 KinbkicTe RBE3CHOrO Mikapenkoro 3acefy 24523 yn.
BupoOunk Omnin Xenckep, Inmis
? (naltmenysaliiy aapodiaxa AiKapcLKOro 3ac00y. Kpaina noxoLKenig)
Beeseno 5 Vpainy TosapucTeo 3 06MekeHor0 BianosinansnicTio "Konapx Torenmen",
ineut, wom: 25182226
. {Halimeniypauits Ta kol 3a €JIPTIOY wpuauwunol ocobu abo npizeuwe, iM's, o 6drLKosi Qizuusoi

ocolin - manpuesus, 1T Miclie MTPOKHBAHHE Ta peceTpauiitiil noMep olaikoBoT KADTKH NIATHHKA
noaarkis a60 cepis Ta toMep nacnopTa) -

MpoTokon Blayansnore korTpomk sin 26,07.2023 Ne 607/0/01.21-23/7,

JlaGoparopHuit ananis axocTi tikapeskora 3acoby 3niRCHEHNEH:

Jepxassa HayKoBO-10CTIANA Naboparopis 3 KOHTPO:O AKOCTi Aikaperkux 3acobis epxanrol

ycrasgosn "IHCTHTYT rpomancskoro 310poe's im. O.M. Mapseesa HAMH Ykpainu" (m.Kuis,
Byn.Ilonyaperxa 50)

(HafMeHyYBAHYA TA MicLCHIAXoLKens abopaTopii, wo nposena naGopaTopruit ananis grocti)
BHCHOBOK L1010 AKOCTI Aikapeskoro 3acoby, eunanuit naGoparopicio pin 28.08.2023 N 1890

Pe3yNLTaTH NaBOPATOPHOro aHanily AKOCTI KiKapcsKoro 3acoBy 32 nepeBipeHHMH NOKa3HUKaMH BiANIOBIAI0TE
BUMOI'AM METOMIB KOHTPOJES AKOCTI (BHANITHUHO-HOPMATHBHOY JLOKYMEHTALLT).

3a  peayneTaTAMH  AEPKAGBHOTO  KOHTPOJW  BCTAHOBAGHO, ‘wo aikapeskuit  3acif speseno 3 Yipaiwy 3

0] -~ -
T84 WOAO 3abe3neuenys AKOCTI NiKAPChKHX 3acobib.

Nonopoacua JLM.

Afinac) {initianm Ta npizsuwe)

\’QHJM\ IHJLHI\qF‘!".-
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HEALTHCARE

Certificate No.: Pageloll
Cepradikar Na: FP2/13/0086 Cropinka 131

CERTIFICATE OF BATCH RELEASE
g CEPTH®IKAT BUILYCXY CEPIT
Product name: | EUROFAST COMBI
Hassa npoaykuii: | €CBPOPBGACT KOME!

Pharmaceutical form: | soft capsules, 200 mg/500 mg Manufacturing country: | India
Hixkapcoka dopma: | xaneynu miski, 200 Me/S00 mr KpaTuz-pupotuui: I':mia

Strength/patency: | 1 soft caps-ﬁic contains Ybuprofen 200 mg and Paracetamol 500 mg
Caaa gifakresuicTs: | 1 kagcoyna M’ aka MicTn ibynpodeny 200 yr 1a napageTAMONY 500 mr
Type and size of | 10 capsules in a blister; 1 blister into a carton box with labeltug in Ukrainian and
packaging: | English
Bizz' i poamip | mo 10 xencyx y Gmmpl' ao | ﬂ.ulcrepy B KAPTOHHIH Kopobul 3 MapKyBaaHAM
YRaKoBkA: | yxpaTHCEKOK TA avriiiich Koo MoBaMu

Batch No.: Batch Size: packs’
Cepia No: GX3004 Poymip cepil: 25000 _ymaKoBoK
Mg Date: Expiry Date:
Jara pnpobngyrsa: 04/2023 TepMiB NpHIaTHOCTI; faR0e
Registration Certificate: Valid up to:
Prccrpailibasaorsimaenn; UA/19195/01/01 Jiicwe xo: 04.02.2027
Nanie of manufacturer: | Olive Healthcare License No.: DD/638
Haiimenysannn snpolnnka; | Onis Xenckep Jiuensia X
Location: | Unit 2, Plot 163/2, Mahatma Gandhi Udyog Nsgar, Dabhel Village, Nani Daman,
396210, India .
Micnesmaxepwenss: | JOuiT 2, Hner 16372, Maxatma laugi Yaior Harap, JaGxens Binexw, Haui Kasan,
396 210, Ixnin
Conclusion on confirmation of GMP Cartlﬁcnte No.: dated:
Brcnorok oo niarsepmicesiua cepridivary HBII Na: 5542021/C-1319 Big: 01.12.2021
] Lahelling: | Should correspond to the registered labelling. Complies
Mapxysanny; | [Hosming Bimogi_nmu 38pPCECTPORAHOMY MAPKYBAHHID. Bl'ﬂnnainac
X Packaging: | Should cotrespond to the requirements of MQC. Complies
Naxyeania; | [Tormumo sianosigary sumoram MK Bianoginae .
Analysis results: |  Cerfificate of analysis No.: dated:
Pelyantath avanizy: Ceprugikar ananizy Ne: Ep2/4a/m0%0 B i n s

I hereby certify that the above information is authentic und acournte. This batch of product has been
"o manafactured, including packaging/labeling and guality control at the above mentioned site in full compliance
with the GMP requirements of the local Regulutory Authorily and with the specification available in registration
dossier, The batch processing, packaging and analysis records were reviewed and foynd fo be in compliance with
GMPF,
Huwn a sacei:)qym, 1o rasedena sinye indopuayin € docmoeiptor ma mainie, o cepit npodyruii Gyro
erpolnena (RIONAIONY RAKYSAHIA/MAPKYSANRA) 15T Konrmpons 1T AKecind Ha eurie3asriadeniii supodrLivii
direnayl npoeedero y Hosnlid eidnoeionocmi 3 aumozan GMP, scinancunenumu ylcyeaum pezynamop i
aplanca, @ mako sioneelono 00 cneqmﬁikam‘? o Micmurmuca & pecempantisnosmy docke. Ipomoexony
GUPGHHUIIINRA, HAKPEaHRE B auanme___}uw HEPONSIYIND WG BCMANOETERT e!dnae.rdmcmn GMP.
Name | Mr. Rajan Desai,
Position of person authorizing the batch release | Vice President — Quality
Tiptaswmie | Flaw Papxan Hecalt -
Mocana ocofiu, Axa BARAI2 A038I0 W2 aunyex cepil | Bine-npesument — Awicts
Signature of person authorizing the batch release
Hignuxce ocofn, axa saxana gosein wa annyck cepil
Prate of signature | |
UNIT-2 ‘ Jata niamyenarus

Regd. Office ; Godief Collsuem, Sommyo Hospital Road, B-3, 2nd Floot, Sion (Fast), Mumbc! 400 04 7
Tel.: +91-22-66288888, Fax : 91-22-2408 4323, Emall : cuslomer.cara@aliveheaithcare.co.in

Fact, : Unit-il, Plof No.163/1&163/2, Mahatma Gandbi Udyog Nagar, Dabhel Viliage, Nani Damon,
Tel.;0240 - 6622222

i RN ¢ -.' i

N R e |
'y EJT i

i. éf_“__;ﬁ__u__ L ?,aangsﬁ .- ’{

- »Jcau/ww éag» TR, QL/




CEPTH®IKAT AHAJII3Y

Ceprudikar Ne: | FP2/23/0086 | Cropinkalz3
Hassa npoayxuii: | €CBPOPACT KOMEI
Jikapceka opma: | kancyam M'axi, 200 mr/S00 mr
) Cepia No: | GX3004
Jlata BapobuunTea: | 04.2023 | Tepmin npugataoceri: | 03.2025

Pe3ynnLTaTh NPoBEACHUA AHANIZY

ﬂi HoxainukH Bumora 1o nokasnnka K(I\){[Pf';‘r]?cll]\;lﬂﬂo PE3YJLTATH
1. | Omuc M aki xenaTHHOBI kancymd osaneuoi | 3a m. I, MK, | M sxi senatiHORI
dopMu, Hempozcpi bimoro komeopy 3 | BUYTPINHIE | Kancymu oBanbHol
ongoro Ooky Ta Henpoilopl c¢BiTic- | MeTon. thopmuy, Hemposopi
KOPHYHEROrO KOMBOPY 3 IHINOro, U0 OuIOro Konpopy 3
Mi¢TITH ¢ycneHsiio Big malbke Oinoro ofHoro Ooky T4
Io Ginoro Konsopy. HeNpo3opi CBil:10-
KOPWWHEBOTQ
KOBOPY 3
IH1IOTO, o
MICTITE
cycneHzito Malbxe
6inoro KONBOPY.
2. | lnenradikania
2.1 | Ona iGynpodeny
i} 3a nopiensnHAM uacie | Yac yTpHMyRSHHA OCHOBHOrG miky |3a m 2.1
yrpuMaHes niikis (BEPX) iGynpodenry y  sunpofoeysaHoMy | MKH,
pOzuMHI BinoBiNae Yacy YrpUMYBaHHA | BHYTpilHiH
OcHOBHOro  miky  iGympodeny ¥y | Meron, Binnoninae
. CTAaHJAPTHOMY POIYMHL [IPY IPOBEHEHH] ;
Tecry «KinbricHe BHIHAYCHHIN,
if) 3a cniexrpom | ¥ D-CIIEKTp MOMHHAHEHA iﬁynpo{beﬂy Y13 n 2.1
OTpWMaHWM HA  fiogmo- | BUOPOGOBYBAHOMY DOIUMHI IEMOHCTPYC | MKS,
MaTpuyHOMY  AETEKTOpi MAKCHMYMH 1 MIHIMyMM TpPH TUX K€ | pyyTpimuii Biimehiz
(BEPX) JOBXWHAX XBHIIE, 0O 1 Ui YD-CNEKTPY | mero.
[IOrMMHAHHA iGynpodemny y
CTAHZAPTHOMY POYYHHI TIPU NPOBEAEHHI
Tecty «KinpkicHe BUIHAHESHHAY,
2.2 | Ans napaneramony
i) 3a popiemsurAM 9acis | Yac  yTpHMyRaHHS OCHOBHOTO MKy
yrpaManA nikis (BEPX) napaueramony y sunpofoByRaHOMY |
po3ymMHi BINOBINAE Yacy YTPHAMYBAHHA
OCHOBHOIO TIiKy [lApaferaMony ¥y
CTAHAAPTHOMY POIYHHI NPH [POBEACHHI
TeeTy «KinpKicHe BHAHAYEHHNY.
i) 3a CIICKTPOM Y (D-cnexTp TOTIHHAHHS mapaueramony
OTpuMaHMM Ha piogmo- | Y BHTPOGOBYRAHOMY pOSTHEI
MaTPHYHOMY  JeTekropi | ASMOHCTPYE MAKCHMYMHM i MIHIMyMH
(BEPX) TIPH THX K€ JOBKHHAX XBHIIE, LUO 1 Uit
Yd-cnexrpy NornuHaAHHS




| Cropinxa233’]

Cepradixar Ne: | FP2/23/0086

MAPAUETAMONTY ¥ CTAHJaPTHOMY PO3IHHI
Npu IpoBeaeHHi Teery «Kim,xicHe
BHIHAYEHH,
OmHOpIMHICT: ZOSOBAKWX | [Mpuiimanse wacno (AV) ans mepmix | 3 1 3 MKS,
onuuuuk (BEPX) 10 oauumue Menute 860 nopismoe L1; | €8p. Papm.
axuo AV Ginnine niox L1; 2.9490
(Meronom npsuoro | BunpoSyeanm0 NimEAKTL HacTynHi 20 AV: 12
BHIHAYCHHS OAHOPIINOCTI | onuEHLb Ta PO3PAXOBYIOTS TIPHIMANLHE i e
BMicTY iGynpodery Ta MACHO. BHMOTH NpUIHATHI, SKINO yupogery
napaleramMony) OTpHMAaHE NPHHAMATIEHE YHCNO N030BAHMX, AV: 1.4
: ONIHALE MeHuIe aGo mopisuioe L1 i v
¥OLEeH iHZUBIAYaTeHWH BMICT ¥ Tapaneramony
JI030BAHIN OaKHHLI He € MeHHIHM 33 (1-
L2 x 0,01) M ta ee € Sitpiunm 3a (1 + L2
x 0,000 M, ze L1 = 15,012 L2 = 25,0)
Pozunnenns (BEPX) He memme ik 75 % (Q) 3a 30 xemmun | 3a 1. 4, MKS,
I6ympodien BHYTPitIHIN 98 %
METOJL.
Posumnenns (BEPX) He menme gk 75 % () 32 45 xpwnmue | 3a . 5, MKY,
[lapaugramon : BHYTpIImHif 88 %
METOA.
Cynposigri AoMimKE a1, 6 MK,
I6ynpodeny (BEPX) N Epnt. @apM.

1. Jlomimka B I, ue Ginbie nix 0,3 % BHYTPiNIHiH He Buarneno

2. Jowmiwxa 2. wie Oinemme Hik 2,0 % METON. H3JI {meH1ue Hix
ifynpodeny 1- . 0,05 %)
MOHOTTHEPHTY ;

3. [nmgueiryanema 3. we Gimpnie nix 0,3 % H3IT (menme wix
Hecnenndikorana 0,05 %)
ZoMinIKa

4. Cyma gomimox (za
RUKTIOUEHHAM JOMIIKH | 4. He Gieie Hix 0,7 % H3JI (mentue Hix
B i mominixa 0,05 %)
ibynpogeny 1-

MOHOFAILEPHIY)
CynporinAi nOMIKR 3an. 7 MK,
(BEPX) ICH,
~ITapaueramony BHYTPIlLH{H
-1, 4-Aminodeson 1. ve Bisime Hixk 0,10 % METOS. " H3JI (MeHLIe HiXK
(Momiwika K) 0,05 %)

2. 4-‘Xn0pauerauini,u 1% e Gﬁlbme wibie 10 ppm He BsiapneHo
(Homiwxa J)

3. Byme-fika HeBinoMa .| s .o gir e pine 0,25 % _0’01 L
IHaBifyanbua
AOMiTIKa

e | 4 G50

Kinekicre euznauerHs (BEPX) (xomna M’aka sxenarnaosa kencyna - | 3am, § MK,
: BHY TpimHii
Ha Bunyck Ha TepmMin MeTos.
TIPHJTATHOCTE
He wMemue wmix| He wmenme Hix

2K !I-I—TE;'—HMELw ‘
"8 1H2225 {

i i




Ceprudicar No: | FP2/23/0086

| Cropinka23s3

190,0 Mr Ta ne
Ginpime mix 210,0
M

He meHme nix

1850 Mr Ta He
Ginpme Hix 2150
Mr

He MeHue nix 92,5

201,69 mr
95,0 % 1a He % Ta ne Ginkiye HLK 100,8 %
Ginclwe vk 105,0 | 107,5 %
. %
Tlapaveramon €ep. Papm He wmeHme wixk |He menumre dik
475,0 Mr Ta ne|462,5 Mr Ta He
f{:;}bme RHix 525,0 S[l:bme Hbk 537,5 502,84 :u‘
He MeHIne Hig He menwe vk 92,5 100,6 %
95,0 % ra ne % Ta He DUlbIIe HDK
6imeine ok 105,0 | 107,53 %
%
9. | Brpara B mMaci npu He Ginbme uix 12,5 % m/M 3a . 9 MKSA,
BHCYIIYBaHH] €ap, Dapwm, 10,77 % m/m
2232,
10. | MikpoGionoriana ukcroera 3am 10
' MK,
1. 3aranbHe YHCIO €ep. Dapm.
aepolHix MikpoopraHisMiB | i, He Ginsime win 10° KO/ 2.6.121a Bimnosinae
(TAMC) ' 2.6.13
ii. 3araneHe ymeIo
IPbKIKOBHX TA IVLCEHEBHX
rpuGis (TYMC) ii. He Gitbue Hix 10° KYO/r Bimmorinae
ili, Crenudimmi
MIKpOOPTaHi3MH:
. Escherichia coll a. Mae 6yru sincyruin/1 ¢ Bincyrwi/l r

Hpizenme

HHocana ecobn, Binnonizansnoy 3a apania

Kampyemn Hapma
HomiuusK resepaiLuoro kepisauxa KL

IHapuc ocofin, Bignosizanenol 3a anpanis

JlaTa nignncanus

12.05.2023

Tlepexuian 3aiicHER0 BAACHHKOM PEECTPAUIHHOTT NOCBiTYenHA

CRRRE

OHARE (11T ;
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Certificate No.:
Ceprudixar Ne:

FP2/23/0083

Pagelofl
Cropinxa 131

CERTIFICATE OF BATCH RELEASE

CEPTH®IKAT BUILYCKY CEPI

Product name: | EURQOFAST COMBI
Haszsa npoayxuii: | EBPODOACT KOMEI -
Pharmaceutical form: | soft capsules, 200 mg/500 mg Manufacturing country: | India
Jlikapeska dpopma: | kancymu m’siki, 200 Mr/500 Mr Kpaiua-supobuuk: | Iunpin

Cuia JYaKTHBHICTE!

Strength/potency:

1 soft capsule contains Ibuprofen 200 mg and Parscetamol 500 mg
1 kancyna v’sika MicTHTH i6ynpodeny 200 mr ta rapaneramony S00 mr

Type and size of

10 capsules in a blister; 1 blister into a carton box with labeling in Ukrainian and

packaging: | English
Bux i poamip { mo 10 kancya y 6aicrepi; mo 1 Gaictepy B kapToaniii KepoGui 3 MapKyBalsm
YOAKOBKH: | YKPaTuchKOI0 Ta aHCMiiCbKOI0 MOBAMM
Batc}3 No.: GX3001 Ba{ch SIZ:':: 25000 packs
Cepin Ne: | Po3mip cepii: . YNAKOBOK
Mig. Date: | 4403  Expley Daes | 5
Mara supobunuTEa: Tepmiu npugathoctis
Beglsixation Certiheales | v 0 nmmyiy, Valld up 03 | 5y 50007
PeccTpaniiitic nocgiguenns: : HMiiicne mo:
Name of manufacturer: | Olive Healthcare License No.: DD/688
Hatimenysanun snpobuuxat | Oais Xenckep Jligenzin No:
Location: | Unit 2, Plot 163/2, Mahatma Gandhi Udyog Nagar, Dabhel Village, Nani Daman,
396210, India ’
Micuesnaxomxenns: { ¥Ouirt 2, laor 163/2, Maxarma [auni Yaior Harap, Na6xenn Binemx, Hauwi Jaman,
3 396 210, Tuain
Conclusion on confirmation of GMP Certificate No.: | dated:
Bucrosoxk woao nigreepmxennsn ceprudikary HBIT Ne; 52021/ C-1312 six: 01.12.2021
Labelling: | Should comespond to the registered labelling. Complies
MapkyBanns: | IToBWHHO BiANOBinaTH 33apecCTPOBAHOMY MAPKYBAUHIO. Bianosi/iae
Packaging: | Should correspond to the requirements of MQC. Complies
Makysanun: | [Topynno signopigaty sumoram MK, Bignosinae
Analysis results: | Certificate of analysis No.: ' dated: |
PesynabraTt ananidy: Ceprudixar auanizy Ne: R RRPHRSS Bia: e

I hereby certify that the above infermation is authentic and accurate. This batch of product has been

manufactured, including packaging/labeling and quality control at the ahove mentioned site in full conipiiance
with the GMP requirements of the local Reguiatory Authority and with the specification available in registration
dossier, The batch processing, packaging and analysis records were reviewed and found to be in conpliance wirh

GMP.

Llun 1 3ucgiowyio, o naeedeny suiye idhopsanin € docmoecipinow ma pmosioro. Lo cepiro npodysuit fyno
QUpPOGICio (6RIONUIONU RAKYEANIA/MAPKYANIA) Ha Ko APONs I AKkocmi Na euwgexusinaveniic eupodiuylil
dinsuriyi nposedeno y noeniii sionogionocmi 3 eumozam GMP, ecinariosnenumu NMicyesum pezyrnmoprius
opzaniom, a makoax ¢idnoeidnie do cneudrivayfl, wo mictumaca 6 peccmpayifiomy docoe. Ipomoranu
&upoGHILIMEa, naKysanna ma aiahizie fyio nepeznaiynto ma ecranosneno sidnosidnicmy GMP,

Name

Position of person authorizing the batch release
pizewage

Mocaga ocobu, 5ika BUAAIR 03B HA Bityck cepil

Mr

. Rajan Desai-

Vice President - Quality
Flau Pagwcan Jecait
Biuc-ppesnacur — Skicrs

Signature of person authorizing the batch release
IMinnue ocofu, AKa BUAAAR QO3B N2 RINYCK cepil |

UNIT-2

Date of signature
Java nignucanng

Fact. : Unitll, Plof No.163/18163/2, Mahatma Gandhl Udyog Nagar, Dabhel Villoge, Noni Daman)

iel.:0260 - 6622222
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. HEALTHCARE
OHC/I/FM/4/03-SOP/QA/040

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Product Name EUROFAST COMBI |
Generic Name ' Ibuprofen 200 mg with Paracetamol 500 mg soft gelatin capsules
Finished Product Code 7122813129A | Product Code | 7122813129
Batch No. 1 GX3001 . | Page No, Page 1 of' 4
A.R. No. FP2/23/0083 Mfg Date APR-2023
Batch size 250,000 capsules Expiry date MAR.-2025
Sample quantity 150 Capsules Date of release 12/05/2023
Sampled by / Date Smit 28/04/2023 Reference STP No. FPP/IBP/039-01
Container Closure details { x 10's Blister Pack.

Sr. Test Parameters Specification I © . Result Procedure Ref. No
No. ’ o

1. | Description Oval shaped, soft gelatin | Oval shaped, soft gelatin FPPAIRPI039-01 (1)

capsule, one side white opaque | capsule, one side white tn-house

and another side light brown | opaque and another side
opaque colored, containing off | light brown opaque
white  to.  white  colored | colored, containing off

suspension. white colored suspension..
2. | Identification Test ; o
2.1 | For lbuprofen The Retention time of the | The Retention time of the | FPP/IBP/039-01 (2.1)
1) By RT comparison major peak of lbuprofen in the | major peak of Ibuprofen in | In-house
(HPLC) sample solution correspond to | the sample solution
those of Standard solution, as | correspond to those of
. oblain as Assay. Standard solution, as obtain
as Assay. ,
ii} By PDA (HPLC) The UV absorption spectra of The UV absorption spectra | FPP/IBP/039-01 (2.1)
the Ibuprofen in the sample of the [buprofen in the In-house
solution and that of standard sample solution and that of
solution exhibit maxima and standard solution exhibit
minima at the same wavelength | maxima and minima al the
as obtained in Assay. same wavelength as
obtained in Assay.
2.2 | For Paracetamol The Retention time of the | The Retention time of the | FPP/IBP/059-01 (2.2)

Lgomparison | major peak of Paracetamol in | major peak of Paracetamol | In-house
the sample solution cortespond | in  the sample solution
to those of Standard solution, as | correspond to those of
obtained in Assay. Standard  solution, as
obtained in Assay.

Prepared by Checked by’ Approved by
- - . ’\J TR
; .
Name MEHUL RANA SANJAY PATEL KAMLESH SHARMA
Title ' SR.EXECUTIVE Q.C. DY.MANAGER Q.C. AGM Q.C.
Date lusies yolasinoe) 2 L2l v oo

[ YkpaiHa MicTo Xapkis
URIT2 (ﬂf (079 CEPTU®IKATIB|
Regd. Office : Godref Colisuem, Somalya Hospital Road, B-3, 2nd Floor, Sion (Eash), Mumbail - 400 022, INDIA. : TOB "KOHAPK IHTEMEL"
Tel.: +91-22-66288688, Fax : 91-22-2408 4323, Emall ; customer.cars@ollvehealihcare.co.in .

Fact.  Unit-ll, Plot No.163/)&163/2, Mahalma Gandhi Udyog Nagar, Dabhel Village, Nani Daman, Daman-398210, INDIA,
Tel..0260 - 6622222




CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

HEALTHCARE
OHC/TI/FM/4/03-SOP/QA/040

Product Name : EUROFAST COMBI

Generic Name [buprofen 200 mg with Paracetamol 500 mg soft gelatin capsules
Finished Product Code 7122813129A | Product Code [ 7122813129

Batch No. _ GX3001 Page No. | Page 2 0f4
“A.R. No. FP2/23/0083 Mfg Date APR-2023 |
Batch size 250,000 capsules Expiry date MAR-2025

Sample quantify 150 Capsules Date of release 12/05/2023

Sampled by / Date Smit 28/04/2023 Reference STP No, FPP/IBP/039-01
Container Closure details I x 10's Blisler Pack.

i:) Test Parameters Bpecifieation S Result Procedure Ref. No

ii) By PDA (HPLC) The UV absorption spectra of | The UV absorption spectra | FPP/ABP/039-01 (2.2)
the Paracetamol in the sample | of the Paracetamol in the | In-house

solution and that of standard | sample solution and that of
solution exhibit maxima and | standard solution exhibit
minima at the same | maxima and minima at the
wavelength  as  obtained in | same  wavelength  as

Assay. obtained in Assay.
3, Unifqrmity’ofDosage The acceptance value of the Dlbuprofen : FPP/IBP/039-01 (3)
Units (HPLC) first 10 dosage units is less L1:3.6 Ph. Eur. 2.9,40

(By Content

: . than or cqual to L/ If the
uniformity for

acceplance value is greater | 2) Paracetamol :

(buprofen and than £1 test the next 20 dosage | b1 125
Paracetamol) unit  and  calculate  the
acceptance value. The
requirement are met it the final
acceptance value of dosage
units is less than or equal to L/
and no individual content of
the dosage unit is less than (1-
L2 x 0.0)M or more than
(1+L2 x 0.01)M in caleulation
of the acceptance value,
{113 15.0and L2 is 25.0.
4, | Dissolution: by tbuprofen : 01 (4)
HPLC NLT 75% (Q) in 30 Minutes Min :90%
Ibuprofen : Max : 103 %
Mean : 99 % B
Prepared by Checked by* P
Signature (JE]
Name MEHUL RANA SANJAY PATEL KAMLESH SHARMA
Title SR.EXECUTIVE Q.C. DY .MANAGER Q.C. AGM Q.C.
Daic [2{07] 222> Lalos\anan 122 i oo e

YkpaiHa Micto X‘aoxi—::
UNIT-2 _ 4@5 [Ans CEPTU®IKATIB]
Regd. Otlice : Godre] Colisuem, Somalya Hospilal Road, B-3, 2nd Floor, Sion (East), Mumbai « 400 022, INDIA. £~ T08 Kﬁ:gﬁg;ﬂgﬂwﬂ
Tol: +91-22-66288888, Fax : 91-22-2408 4323, Emall : customer.care@ollvehedlihcare.co.in e ——

Fael..: Unit-l, Plot No, 163/1 &1 63/2, Mohatma Gandhi Udyog Nogar, Dabhe! Vilage, Nani Daman, Daman-398218, INDIA,
Tel..0260 - 6622222




UMIT-2

Regd. Office ; Godrej Colisuem, Somuaiya Hospitat Road, B-3, 2nd Floor, Sion (East), Murnbal « 400 022, INDIA.

live

HEALTHCARE
OHC/I/EM//03-SOPIQA/040

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Product Name

EUROFAST COMBI

Generic Name

Ibuprofen 200 mg with Paracetamol 500 mg soft gelatin capsules

Finished Product Code 7122813129A Product Code 122813129
Bateh No. - GX3001 Page No. Page 3 of 4

AR, No. FP2/23/0083 Mfg Date APR- 2023

Batch size 250,000 capsules Expiry date MAR-2025
Sample quantity 150 Capsules Date of relcase 12/05/2023
Sampled by / Date Smit 28/04/2023 Reference STP No. FPP/IBI/039-01

Container Closure details

1 x 10's Blister Pack.

Sr.

Spéciﬁcation

No. Test Parameters Res»ult Procedure Rel, No

5. | Dissolution: by HPLC NLT 75% (Q) in 45 Paracetamol: FPP/IBP/039-01 (5)
Paracetamol: Minutes Min: 82 % In-housc

Max: 102 %
Mean : 90 %

6. | Related substances for FPP/IBP/039-01 (6)
Ibuprofen In-house, British
(HPLC) Pharmacopocia.

1. Impurity-B LNMT 0.3% 1. Not detected
2. lbuprofen 1- monoglyceride 2.BDL
impurity 2.NMT 1.0% (Less than 0.05%)
3. Individual Unspecified 3. 0.05%
[mpurities INMT 0.3%
4. Total Impurities (Other than 4, 0.05%
Impurity-B and lbuprofen 4.NMT 0.7%
1- monoglyceride)

7. | Related substances: (HPLC) FPPABP/039-01 (7)

For Paracetamol 1. NMT 0.10 % 1. BDL In-house, 1CH

L. 4-Aminophenol (Imp-K) (Less than 0.01 %)

2. 4-Chloracetanitide(Imp-J) | 2. NMT 10 ppm 2. Not Detected

3. Any unknown individual 3.NMT 0.25 % 3. 001 %

fmpurity
4. Total hmpurities 4, NMT 0,50 % 4,0.03 %
(Excluding lmp-J)
Prepared by Checked by*

Signature H ' ]
Name : MEHUL RANA SANJAY PATEL KAML,EJH SHARMA
Title SR.EXECUTIVE Q.C. DY MANAGER Q.C. AGM Q.C.
Date J205 ! ey valpsyapan W os! s

Tel: +91-22-66288888, Fax ; 91-22-2408 4323, Emall ; customercare@olivehedlihcare.co.ln

faet,

Tel.:0260 - 6622222

Jnit-It, Plot No, 163/ 1&763/2 Mahatma Gandhi Udyog Nagar, Dabhel Village, Nani Darnan, Daman-396210, INDLA.
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UNIT-2

HEALTHCARE
OHC/1/FM/4/03 - SOP/QA/O4O

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Product Name

EUROFAST COMBI

Generic Name

lbuprofen 200 mg with Paracetamol 500 mg soft gelatin capsules

Finished Product Code 7122813129A Product Code 7122813129
Batch No. GX3001 Page No. Page 4 of 4
A.R. No. FP2/23/0083 Mfg Date APR-2023
Batch size 250,000 capsules Expiry date MAR-2025
Sample quantity 150 Capsules Date of releuse 12/05/2023

Sampled by / Date Smit 28/04/2023 Reference STP No. FPP/IBP/039-01
Container Closure details I x 10's Blister Pack. )
{3'0 Test Parameters Spcc:ﬁf:atlgn _ R_esult Procedure Ref. No
8. Assay By HPLC: (Each soft gelatin capsule contains)
Ibuprofen Ph. Eur. NLT 190.0 mg and NMT 210.0 mg 201.81 mg | FPP/IBP/039-01 (8)
| NLT 95.0% and NMT 105.0% 100.9 % In-house
Paracetamol Ph. Eur. NLT 475.0 mg and NMT 525.0 mg 493.30 mg
NLT 95.0% and NMT 105.0%. 98.7%
9 | Loss ondrying NMT 12.5 % m/m 10.30 Y% | FPP/IBP/039-01 (9)
m/m PhEur2.2.32
10. | Microbial enumeration: :
i, Total aerobic microbial i. Nol more than 10” ¢fu/g <10 ctulg FPPABP/O3S-01 (10)
count (TAMC), :
ii. Total combined ii. Not nore than 10? cfu/g < 10 cfu/g Ph.Eur 2.6.12 and
yeasts/mold count (TYMC) PhBEur2.6.13
iii. Specified
microarganisms: a. Must be Absent/Ig Absent/l g
a. Escherichia coli

Conclusion: The sample of above balch complies/deesnot-eomply as per specification no. FPS/1BP/049-02 &

stands “Approved/Rejeeted”.

Abbreviation:

NMT : Not More Than
HPLC: High Performance
PDA

Liguid Chromatography
: Photometric Diode Array

NLT : Not Less Than

% : Percentage cfu: Colony fo 1

Ppm : Parts per million m/m : Mass Fhof

g : Gram mg: milligran?

“Prepaved by Checked by*"

Signature 3
Name MEMUL RANA SANJAY PATEL KAMUESH SHARMA
Title SR.EXECUTIVE Q.C. DY.MANAGER Q.C. AGM Q.C.
Date JL{ 051 ey 2 0s\ 2003, 1 APl o2

Regd. Office : Godrej Collsuem, Somaiya Hospital Road, B-3, 2nd Floot, Slon {Easi), Mumbai - 400 022, }NDlA.

o

yxr)mn MiCTO Xapme“

[4ns CEPTUDIKATIB

Tel.: +91-22-66288888, Fax: 91-22-2408 4323, Ernail : customer.care@olivehealthcare.co.in

Facl. :
120,,02680 - 6622222

Unit-ll, Plot No.183/18&163/2, Mahatma Gandhi Udyog Nogay, Dabhel Villoge, Nani Daman, Daman- 396210 Dl
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