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BATCH RELEASE CERTIFICATE
CEPTHOIKAT BUNTYCKY

Product name:
Hasna npomywnii:

EUROFAST SOFTCAPS
ECBPODACT CODBTKAIIC

Finished Product Code:
Kop rorosoro npoaywry:

7122813198 B

Pharmaceutical form:
Jikapenra Qopaya;

soft capsules
waAncyn y’sigi

A.R. No.:
A, 3. Ne:

FP1/24/0246

Strength/potency:
Cuna pivakTioniors:

1 soft capsule contains Ibuprofen 400 mg

1 kancyna s’stka sicTiTs iGynpodeny 400 mr

Size and type of
packaging:
Possip Ta Tun
NARY RO,

10 capsules in a blister; 2 blisters into a carton box with Iabeling in Ukrainian

and English Ianguages

no 10 kancyn y 6aicrepi; no 2 6aicrepn B wapronniii kopoGui 3 Mapiynantsm

YRpATlienkow Ta auraifichkoio pMosamn

Batch No.;
Cepist No:

HI4017 Date of manufacil‘n'c: 06/2024
Jara supoGinturea:

Expiry date:
Tepm. np.:

05/2027

Reg. certificate No.:
Peccrp. noci. No:

Valid up to:
UA/19861/01/02 Tiicne go: 12.01.2028

Batch size:
Poamip cepif: 22000

hoxes
ropoboxr

Manufacturer:

Bupotuuk:

Olive Healthcare, Unit 2, Plot 163/2, Mahatma Gandhi Udyog Nagar, Dabhel

Village, Nani Daman, 396 210, India

Ounis Xencxep, FOuit 2, Ilnot 163/2, Maxarma Tanugi ¥aior Harap, Jabxens

Binemwx, Hani Jaman, 396 210, In,ﬂm

GMP Certificate No.:
Ceprudixar HBIT N

040/2024/GMP "“f}‘;ﬁ; 17.04.2024

Mfyg. License No.;
Bnpob. Jlin. No:

DD/688

Labelling:
Mapkypaniis:

Should correspond to the registered labelling.

ToBHHNO BIANORINATH 32PEECTPOBANOMY MAPKYBAHHIO,

Complies
Binnorinae

b ¥ .
Packaging:
Takysans;

Should correspond to the requirements of MQC.

IMoemuHO BignoBinaTy BHMoram MICS.

Complies
Bigmosinae

Analysis results:
PesyasTatu anaaizy:

Certificate of analysis No.:
Ceprinpikat asanisy Ne:

FP1/24/0246

dated:
Bia:

22/07/2024

I hereby certify that the above information is authentic and accurate. This batch of product has heen
manufuctured, including packaging/abelling 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 registiration dossier. Protocols of bateh processing, packaging and analysis records were

reviewed and found to be in complionce 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
carrent GMP guidelines approved by the Ministry of Health of Ukraine. /
Hus a1 3uceiduyro, o nasedena sunge inpopranin € docmaoaipuoio ma monneno, L cepiio npodyruit
Gyno supodaeng (B0 naows NARYSGIIR/MapRYSANI) ma nposedeno koumpoan it axoemi i

){_"n;l CEPTROIKATIR]! i

YEpaing AL.TIJ Hapss

3
p /OTON '\U[-LaPKWF\th.rﬁ !

MeREIB2220

B LT e K

Regd. Office : Godre| Colisuem, Somaiya Hospilal Road, B-3, 2nd Floor, Sion (Fast), Mumbai - 400 022, INDIA,

iel.:
Fact. :

+91-22-56288888, Fax : 91.22-2408 4323, Email ; cuslomercare@aliveheallhcare.co.in

Plot No. 16372, Mahatma Gandhi Udyog Nagar, Dabhel Village. Nonl Damon, Daman-356210, INDIA.

fol :0260 - 6622222
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EUROFAST SQOETCAPS Certificate No.;
EBPODACT CODLTEATIIC Ceprudirar Ne;
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guesnsnaentiti dinsnityi y nogniit idnoeionocmi 3 susozam GMP, scmanoenenusti sictiesun
pezynamopnun op2atios, & marodic sionosione do cnewuivaniii, 1o Asicmumscn a peccmpatitine. Ay
docve. IIpomoronu aupobuuuined, NUKYSUnIS ma anenizie Gyao nepezisuymo ma ecmanosneno
sidnoaidricmy GMP. I[ust nidmeepdacy, wo eci eupodnui cmadir dnsn yici cepii zomogol npodyruyii
Oysu 3dificueni @ noeniil giOnVeionocH 3 BUALOZANI, JATANCHUAIN 6 YU HACMaNO8] 3 GMP,
sumaepdncenii Minicmepcmeom oxoponn 300pos’s Yepain,

Name / Ilpizene

Rajan Desai/ Pajoran decaii

HJura ninnnecannn;:

Position of person responsible for batch release /| V.P- Quality
Tlocaga ocobu, uio sianosigac 3a 203ia na Bunycx cepii | B.IL - Sxkigfh ™\
S:gns!turc of person rcspons:!ale for batch rc!cas'ci: o\
Hignic ocodu, mwo nianosisac 3a sunyck cepii: AX J*
ate of signature: v
Date of signature: | o 0 o005 VL

LiNIT-2

r /:T'*'-v ‘,’\,,:v a MICTY Xspaip

§i[ 0 ﬁ\|um CEPTUODIKATIB
: e 'i

Ted: +9? 22- 66288888 Fax : 91 22-2408 4323, Fmail cusfomercare@ohvehecr!fhcurs co.in
Fact. : Plot No,163/2, Mahaima Gondhi Udyog Nagar, Dabhe! Villoge, Nani Daman, Daman-396210, INDIA.

Tel ;0260 - 6622222
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Haska npomyiii:

EBIPOPACT CODPTKAIIC

Jlikapeska dopma;

EUROFAST SOI‘TCAI’S : B ATy, Page 1 of 5
EBPODACT CODTKAIC | eprudinar Ne: | L 20246 |0 i 135
CERTIFICATE OF QUALITY
CEPTHDIKAT SSKOQOCTI
Product name: | EUROFAST SOFTCAPS Pharmaceutical form: | soft capsules

wKaneyau M’ axi

Generic name: | Ibuprofen soft capsules 400 mg AR No.: FP1/24/0246
Tetiepnyma naaga: | I6ynpoden kaneyan M*sxi 400 mr A3 e |
Strength/potency: | 1 soft capsule contains Tbuprofen 400 mg - Product Code: 7122813198
Cuna pilfaxcruenicrs: | 1 kancyna M’ska micrurs iGynpodeny 400 mr] Kon MPOSYKTY:
Batch No.: Finished Product Code: _
Cepia Ne: HI4017 Kog roteeoroe npogykry: 7122813158 B
Reference STP No.: Sample quantity: | eapsules
Hocaramea CTIT Ne; FPP/IBU/076-00 Kinskicts 3paskis: 10 Rafley
Date of manufacture: 06/2024 Expiry date: 05,2027
Jara BupoSumraa: Tepm. np.:
Analyms procedure results /
PesyanTaTH nposefenus anam:;y
s o | nerion o
Srd | PARAM]ZTER/ : - ‘ ANALYSES ! RESULTS /e
Ne: I[OKA3HH];{ o B METO)I g
. 3
"31 n & U ‘ o R npudamnvcint AHAJIBY
1. Descr‘iption Tra.nsparent colourless or light yellow By p. 1 MQC Tran'sparent,
- coloured, oval shape soft gelatine capsule In-house light vellow
containing clear colowrless liquid. method. coloured, oval
shape soft
gelatine capsule
_containing clear
. _ colourless liquid
Omnnc TIposopi, GezGapeni abo ¢aiTnO-KoBTOTO 3Jan. 1 MKA. ITpo3opi, ceitno-
KONKLOPY, oBaNbHO] POpME M*AK] KeNaTHHOB} By Tpimriit AOBTOrO KONEOPY,
KarcyTd, Lo MiCTATE Nposopy 6e363p3ﬂy METOL, osanpHO! GopMu
pimamay. . M SKi JKenaTHHOBI
" Kareynd, Mo
MECTATE IPO30pY
: OesbapBHY piawHy
2. | Ibuprofen identification / Inentndikauis I6ynpodeny ‘
i) by comparison of | On the chromatogram of the sample solufion Byp. 2.1,
retention times obtained in assay, the retention time of the main MQC. In-house Complies
(HPLC) peak should correspond to the retention time of | method. P
the main peak on the chromatogram of the

UNIT-2

Regd. Office : Godrej Colisuem, Somaiva Hosplfai Road, B-3, 2nd Fioor, Slon (East), Mumbal 400 022 INDIA
Tel.: +91-22-66286888, Fax : 91-22-2408 4323, Emalt customer.care@oliveheatihcare.co.in

Fact. ; Plot No.163/2, Mahaima Ganahi Uclyog Nagay, Dabhel Village, Nanl Darnan, Daman-&?ézm INDIA,

Tel..0260 - 8622222
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{ HEALTHCARE

UNIT-2

Regd. Ofiice : Godre| Colisuern, Somalya Hospital Ro
Tel: +91-22-66288888, Fox : §1-22.2408 4323,

Fact. : Plot No.163/2, Mahatme Gandhi
16,0260 - 6622222

e
-

Email ; customer.cate@aliveheciihcare.co.in

i o R TR AT,

ad, B-3, 2nd Floo, Sion (Eaist), Mumbi - 400 022, INDIA,

Udlyog Nagar, Dabhel Vilage, Nan! Doman, Daman-396210, INDIA. .

EUROFAST SOFTCAPS - CaificateNo.: [ 0o T T Pagezofs
EBPODACT CODTRKAIIC. ‘Ceprudikar No: | e —Cropiiika 235
= .. | REQUIREMENTSTQ P, R Y
PARAMETER . [ PHUIOTH IO TIOK | rusurs)
o IIOKABI jI-‘HK;-: LY Haewnpex - | Hi tepiin : PE3YJH)TATK )
G R T I S HpHdumnocii L '
standard solution of the standard/working
sample,
i) 3a nopiBHAHAIM Ha xpomarorpami BHNpoSoByBaHore poswdny, | 3air, 2.1. MICSL
Yacis yTpuMaHHH OnepKAHIH IPH KINEKICHOMY BA3HAYCHNI, yac BuyTpimaiit
nixis (BEPX) YTPUMYBAHHS OCHOBHOIO Mika Mac BiANoBimaTH | Metog. Binrosizae
HaCy YTPUMYBaHHA OCHOBHOTO ITiKa Ha ‘
XpomMaTorpami posynHy nopiBHSHH
CTAaHAAPTHOro/poGodoro spaska.
i) Spectrophotometry | The Infrared absorption spectrum corresponds tof By p. 2.2.
in IR area the reference spectrim of the Ibuprofen (RS MQC. Eur, Ph, Complies
186). 2.2.24, :
ii) Cner1p nornumanns spaxy B iHppavepsonitt | 3am. 2.2. MK,
CnextpodoToMerpii B | obmacri RiAnosinae pedeperTHOMY CHeKTpY € ®.2.224, Bixnmosigac
I ofimacri i6ynpodiery (RS 186).
Average filled weight | 720 mg £ 5.0 % (684.0 to 756.0 mg) | By p.’3, MQC,
of capsule content : In-house method. 708.9 mg
.| Cepenns Maca_ « {720 Mr £ 5,0 % (8ix 684,0-70-756,0 mr)- -1 3amw: 3; MK, '
| HartOBHEHHEA BMiCTY BryTpinsii 7089 mr
Kancyr METOf,
Uniformity of dosage | The acceptance value of the first 10 dosage By p. 4 MQC,
unit (by Mass units is less than or equal to L7. If the Eur. Ph. 2,9.40.
variation) acceptance value is greater than L/, test the
next 20 desage unit and caleulate the
acceptance value. The requirements are met, if
the final acceptance value of dosage units is 0.7
less than or equal to L7 and no individual
content of the dosage unit is less than (1-£2 x
0.01) M or not more than (1+£2 x 0.01)M, in
calculation of the aceeptanee valye,
Liis 15.0 and L2 is 25.0, -
OpHopignicTs INpuiiMansse yacno grs nepimx 10 gososannx | 3am. 4 MKA,
AO30BANMX OJMHHLB | ONHHHUL MeHUle 260 Hopiskioe L/, €. .2.9.40. 0,7
(po3paxyHkoBo- Axuo nputiMansie aucno Ginsuse win L7, :
BATOBUM METOIOM) BHIPOOYRAHHIO MNNAOTE HACTYTHI 20
JO30BAHHK OUHHLIE T4 POIPAKOBYFOTH
H - g VepaHg MCTo Xopxis g
! //“f, A7 CEFTUMIRATIE |
_ U :}7} ¥/ TR oMK [T EN




HEALTHCARE

Related substances (By HPLC) Method IT /
Cynposinni aomiwku (BEPX) Merton 11

EUROFAST SOETCAPS | Certlﬁcate!No_ -Page3of5
CBP()(I)ACT COOTKAIC |+ it : C"ropimca 335
'No 1 ,
S8 ARAMI}TER! i RES@LTS{
o uomanmc "'PE3YJILTATH
s TR e epatin
. Lo : pr ,ﬂnl"ﬂ(:'”u
nprmuanwe HeTo. Bumorn BHKOHYIOTHCA,
SIKILO KiNIERe OTPHMAHE TPHAMAITLHE YHCno
LZO30BaRNX ORMHHUL MeRINe abo qopienioe L i
XOMEH iHIMBIAYANTERAN BMICT Y 030BaRii
ORHHMLI He € MeHEM 3a (1 - L2 X 0,01) M'Ta
He € GiTsimM 3a (1 + L2 x 0,01) M4, nipu
pPospaxyukax npuiiMansHoro YHeha,
Li=1507al2=250,
5. | Dissolution Not less than 85 % (Q) | Not less than 80 % By p. 5 MQC.
{by HPLC) of the labelled amount | (Q) of the labelled Eur. Ph. 2.9.3, 95 %
is dissolved in 15 amount is dissolved in ’
minutes. 15 minutes. A
Posmrenns (BEPX) | He menwre Hix 85% (Q) He meme mixk 80% | 3a 1. § MKEL
Bij 3anBneHOT {Q) ®ix 2aseneno’ €.9.293.
KitbkocTi, KiNLKoCTi, ' 95 %
BHBINLHACTECH 33 15 XB) BUBiNEHACTBCH 33 15
XB.

6. | Related substances (By HPLC) Method I/ Cynposiasi noMinkn (BEPX) Meton I e
Impurity 1. Not more than 3.6 % By p.-6 MQC. BDL (Less than |
{PEG-ibuprofen ester) BP, Eur. Ph. 0.05 %)
Homiwka 1 (edip He Ginsiwe nix 3,6 % 2.2.29./ H3JI (Megnae
PEG-iGynpoden) 3am. 6 MKA. Hix 0,05 %)
Impurity A "Not more than 0.15 % B, €.0. " BDL (Less than

. 2.2.29, 0:05 %)
| Howminka A He Oineie mix 0,15 % ‘H3JT (Merme
) Hix 0,05 %)
Impurity N Not more than 0.15 % Not detected
Homimxa N | He 6ineme aix 0,15 % - He susgneno
Impurity E Not more than 0.3 % Not detected
oMiltika E He Ginrae mix 0,3 % He Brgpneno
Any other impurity Not more than 0,10 % BDL (Less than
’ 0.05 %)
Bynr-axa inma He Ginenre mixk 0,10 % H3J1 (Menume
HOMifnca Hidk 0,05 %)

UNIT-2

Ragd. Office : Godrej Cofisuem, Somaiya Hospiicf Roed, B-3, 2nd Floor, Sion (East), Mumbal - 400 022, INDIA.
Tel.: +%1-22-66288588, Fax : 91-22-2408 4323, Emall : cuslomer.care@olivehaalthcore.co.in
Fuct. : Plot No.163/2, Mahatma Gandhi Udyog Nagar, Dabhal Willage, Nanl Damaon, Daman 396210, INDIA.

Tel.:0260 - 6622222
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UNIT-2

Regd. Office : Sodrej Colisuem,

EUROFAST SOFTCAPS | P lEPI2ANaae |- Pagedof§
€BPODACT-COBTKAIC| - il e
S/ PARAMETER/ o Lo ; P VANALYSIS/ | RESULTS/
Meil . HOKAZHAK | . - il - METOJ - | PE3VILTATH
3L SEER F ; an G HEPMIH. - AHAJIY |7 R
: Lo AL " 2 I -npudammogmy . S Tl LTt
Ibuprofen sorbitol Not mare than 1.0 % BDL (Less than
ester-1 0.05 %)
Edip i6ynpogen He Ginpiwe nix 1,0 % . H3JT {Menme
copiiton - 1 HiX 0,05 %
Ibuprofen sorbitol Not more than 1.0 % " BDL (Less than
ester-2 o 0.05 %)
Edip i6ynpoden He Gimeme nixc 1,0 % H3JI (Menme
copGiton - 2 Hik 0,05 %)
H ] " 0, T
Impurity J Not more than (.15 % 0.08 %
- 5 H o,
I[omumzx J He Gims-.me Hix 0,15 % 0.08 %
Total impurities (sum | Not more than 0.7 %
of the' impurities from
method I and method I]
excluding impurity 1 .
{PEG-ibuprofen e T N 008%
ibuprofen serbito! estery-— - - B
I and ibuprofen sorbitol
gster-2
Cyma gomitgox {cyma | He 6inime mix 0,7%
JoMiINoK 3 MeToqis [
Ta 11, 33 BHHATKOM .
Zomimku 1 (edip PEG »
« idynpoden), edipy 0,08 %
iGynpoden copbiron —
1, edipy §6yupocbcr{
copbiton - 2
7. | Assay (by HPLC) / Kinbxicite BH3HaYeRRr (BEPX)
Ibuprofen Ph. Eur, Not less than 380,0 mg and not more than By p, 7 MQC, 39985
400 mg 4200 mg : Eur. Ph. 2.2.29, 100 0'3,}3
' Not less than 95.0 % and not more than 105.0 % ~ -
I6ynpoden €pp. Dapm.| He menwme i 380,0 Mr 14 He Ginbiae ik 3an, 7 MK,
400 mr 420,0 Mr €&, 2220, 399,85 mr
He Menme i 95,0 % 1a He Ginbuue Hix 105,0‘ 100,0 %
% .

]

'el.: +-91-22-66288888, Fax : 91-22-2408 4323

Fact. : Piof No.163/2, Mahatma
Bl.:0260 - 5622222

Somalya Hospital Road, B-3, 2nd Fioor
, Emalf clstomercare@oliveheatthcare.co.in
Gandhi Udyog Nagar, Dabhei Village, Nant Daman, Daman-395210, iNDia, .
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EUROFAST SOETCAPS,

nrAST LAl - " Page 5.0f 5
ERPODACT COBTRANC

- Cropimea 538

PU240246

E3VILTATI

<. Hpidamnoeni

8. | Loss on drying 6 % to 10 % wiw By p. 8 MQC.
(at 105°C£2°C) Eur. Ph. 2.2.32
Brpara B Maci npr Bin 6 % 1o 10 % MM . 3a n. 8 MK,
BUCYLIYBaHHI €0 2232 9,72 % Mim
{npm 105°C#2°C) ) i :

9. 1 Microbiological purity By p. 9 MQC.,
i. Total aerobic Ph.Bur.2.6.12. | .
microbial count i. Not more than 10° CFU/g and 2.6.13. Complies
(TAMO)

ii. Total combined
yeasts and moulds ii. Not more than 102 CFU/g Complies -
count (TYMC)
iii. Specified
microgrganisms:
a. Escherichia coli a. Must be absent/1 g . ' Absent/l g
MixpoSionoriuna : 3a n. 9 MKJL.
YHCTOTa €.

© 9,72 % wiw

aepobHHX 2.6.13.
MIKpOOpranisMiB
(TAMC) : )
ii. 3aransre yncio ii. He Binbwe mix 10> KYO/r Bianorizac
TPIRIKOBHX T4 :
mniceHesux rpubis
(TYMCQC)
iii. Cretvdiuni
MIKpPOOPTaRi3MH:
a. Escherichia coli a. MaloTk OyTH BincyTHI/l T . :
Name and position of person responsible for the analysis: | Kamlesh Sharma, GM Q.C,
Hpizemne Ta nocaga ocofi, mo sianosizac 3a anadmis: Kamyegy Oapma, TKEK. A,
Signature of person responsible for analysis:
Higmve ocofn, mwo pigmosinac 3a anamis:
Date of signature:
Hata migmueannn;

Bincyrni/l r

e
22.07.2024

T B e i’k;}: : MIZTO Kdgxie ~z
@ 1) £17 CEPTUDIKATIE |
UNIT-2 ‘ e
Regd. Gtfice : Godre] Colisuem, Somalya Hospital Road, B-3, 2nd Fioor, Sion (East), Mumbci - 400 022, INDIA,

Tel.: +91-22-66288888, Foot: 91-22-2408 4323, Emaril : customst.caie@olivehealthcare.co.in

Fact. : Plot No.165/2, Mahatma Gandhl Udyog Nagar, Dabhel Village, Nont Daman, Daman-396210. INDIA.
Tel.:0260 - 6622222 ’ :

L arameneé wncno . . | i, He Gincwe i 103 KVOIL__ - ]-2,6.12. 10 . Bimnosigae—-— — .




