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CERTIFICATE OF BATCH RELEASE

o

CEPTUOIKAT BUNYCKY CEPIl

T ke v

Product name: | EUROFAST COMBI
~ Hassa npoaykuii: | EBPOPACT KOMDBI

e aaasian e a s ol i e o

B el B R = -

T Pharmaceutical form: | soft capsules, 200 mg/S00 mg
_Jlikapeska dopma: | kancynn M’aki, 200 ar/500 Mr

Manufacitii'ing country: | India
Kpaina-snpobuuk: | 1nais

v

Strength/potency: | 1 soft capsule contains Ibupro
Cuna git/axmusuicrpt | 1 kancysa M'aKka MICTHTD i0ynpodemny 200 mr

fen 200 mg?anﬁ Paracetamol 500 mg

T2 MAP3UETAMOILY SO0 mr

Type and size of | 10 capsules in a blister; 1 blister into a carton
packaging: | English |

box with labeling in Ukrainian and

Bua i posmip | mo 10 xancyn y faicrepi; no 1 GaicTepy ® kapTouuiil KOpobui 3 MAPKYBAHHAM

s, " e el

ynakosku: | yrpaltcLkolo ¥a auraicbkoio MOBAMK

h No.i o Sizer | 5o packs
Batd} INo GX3003 .)Bat_{:h S .EE 45000 packs
B | C&J‘Hﬂ'iﬁl: o o l_qzmp cepit: | |l ymakomoK
ARG DtE | oy _ Bxpivy Datet | g s
Hava pupobuuursa; | | — _ Tepmiwopwparwoeriz |~ |
eois ' 1 - | $ .
| Registration Certificate: } 1y, 1 9195/1/01 Validup to: | o4 672027
- Peccrpauiiinge NocBigdenun: | s . L Migenepo: |
Name of manufacturer: | Olive Healthecare License No.: | .
. or ) . DD/688
Hakmenyosauns sH upobunka: Onis Xeackep ., Minewnsin Ne: I

Locatian: | Unit 2, Plot 163/2, Mahatma Gan

dhi Udyog Nagar, Dabhel Vil lage, Nani Daman,

396210, India
Micuesnaxopxenns: | FOnir 2, [tnor 163/2, Maxarma Tauai Yaior Harap, Na6xeas Binepn, Hami Tantai,
. Sl 1396210, tamin e i L b -
Conclusion on f:anﬁrmatinn of GMP ?ertiﬁcate [No.: §54/2021/C-1319 . date:d: 01.12.2021
__ BucuopoK moxe nixrrepmkenus ceprugikary HBITNo: | R U 1. A -
Labelling: | Should correspond to the registered labelling. Complies
 Mapsysannn: | Tloswiuo pixnosinati sapeectponaniovy Mapkysattio. | Bianositee
Packaging: | Should correspond to the requirements of MQC. Complies
B _Makysanusn: ( 110BWHHO pignosifaTu BuMoraM MICH. _ ____Bipposinae y
" ein;?lytsis rcsu_lts: | Cert_iﬁf:atef of 'analysfﬁs No.: 1 | FP2/23/0085 datfid:_‘ £ 05.2023
___Pesyaprarn auanisy: Cepradixat amanizy Ne: Bin: e

! hereby certify that the above information is authentic and accurate. This batch of ;omduéa‘ has beea

manufactured, including packaging/labeling and quality control at the above niertioned site in full compliance
with the GMDP requirements of the local Regulatory Authority and with the specification availadle it regisiration

dossier. The halch processing, packaging and analysis records were reviewe

GMP.

d and found (o be in compliaiice witl

LM 8 3aCeI0UVI0, (O HABEILNA 8LUIULE IHPOPMAIIR € docmogipnolo ma mownoio. Ljre cepiro RPOIYKIYLE Dyno
giepobneno (ermoiaion na:cyaamm/mapigreamm) 118 KOUIPOIL T AKOCIT HU grrugesasiayentiit supooLvii
Qintvreyl npoeecdeno y HOGHIN gidnogidnocmi 3 eumozar GMP, ecrmaitosnenumi MICUEBUNM DEYNRNIOPIEM
OP2ALOM, @ MAKOIE ¢I0n06I10 00 crequrKanii, o MICHILEmbea 8 PecCmpainioaly 0ecse, pomokonu

___REpoORUYIME, HAKYEAIIA d ananizie Byno nepeznalymo ma GeHaoeneiy gionoaiouicmes GHMP,

-hn—rﬁuq-—-hﬂ-ﬂ-iphf“.-rwﬂ il S ——

| Name | Mr. Rajan Desai |
Position of person authorizing the batch release | Viee President - Quality
| Npissiwme | [Tan Pagpxan Jecaii

e _-uﬂﬂ#ﬂu\.ﬁ“dﬂ-\}

| Siglﬁture of persouvé'ﬁihvbrizing the batch release

___Tlocana ecolu, RKa BuAaNa XO3BIN KA “““Y.CREEEEELZBJ’W_.__f.-‘f-*!*ll“f“_'r ~ Awiern,

12.05.2023

UNIT-2 | | ~_JIaTa nimncanus

~__Hipnue oco0H, KA BHANA AO3BLL HA ntin@m cepil ‘m
. Date of signature

o

‘--tria-—-Lnan‘.—ﬁ--- o g

Regcl. Office : Godrej Colisuem, Son@‘m Hospitai Road, BQ.B, 2nct Floor, Sion (East), Mumbai - 400 | "ﬂrl i .

Yol +91-22-66288888, Fax : 91-22-2408 4323, Emnail @ customer. care@olivehealihcare
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HEALTHCARE

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

T

Pmduct Na me

(rcnerlc Name

M

EUROFAST COMBI

e Bemmie = B e g e ny e e g Al e ———————

Ibuprofen 200 mg wnth Paracetamol 500 mg_soft gelatm capsules

F AT Nk ol ooy ot s .

F‘m:«:hed Product(,nde [ 7122813129A Product Code | 7122 813129
Batch No. G6X30605 | Pag P'we No. Paﬂc I of{{m‘__%____“
1 AR No, L | FP2/23/0085 | Mfg Date | APR-2023
Batch size 1250,000 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/TRP/O39-( ]

Container Closure details

| x 10's Blister Pack

T W i et . S S P g T LR iy o w——— o E R ST g

e o —tr

T

Procedure Ref. No

FPP/IBP/039-01 (1)
In-house

- - — T - R T W etk s —

(HPLC)

1) By RT comparison

peak of lbuprofen in the sample
solution correspond to those of
Standard solution, as obtain as
Assay.

Sr. | S ecnf‘catlon |
;2 Test Parameters P Result
1. Descﬁbtibﬁ | Oval shaped, Csoft g datm' Ova[shaped soft gelatin
capsule, one stde 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 oft
| suspension, white colored suspension..
2. | Identification Test - _‘
21 | ForTbu protcn The Retertion time ol the major | The Retention time of the

major peak of lbuprofen in
the sample solution
correspond to those of
Standard solution, as obtain
as Assay.

L e e I e

FPP/IEP/039-01
(2.1) In-house

i) By PDA (HPLC)

LA an

The UV absorption specira ol
the Ibuprofen in the sample
sofution and that of standard
solution exhibit. maxima and
minima at the same wavelength
as obtatned in Assay.

ot" the |buprofen in the

- sample solution and that of
standard  solution  exhibit
maxima and minima at the
SAMNC wavelength a5
obtained n Assay.

| The Retention time of the major

peak of Paracetamol in the

obtained in Assay.

The UV absorption spectra‘

FPP/IBP/039-01
(2.1) In-house

The Retention time of the
major peak of Paracetamol

sample solution correspond to | in  the sample solution
those of Standard solution, as | correspond to those of

%tanddrd solution, as
obtamed tn Assay.

FPP/IBP/039-0]
(2.2) In-house

L

T

Ak W T T

[’temr{:d by " Checked by

| e

!

MEHUL RANA | SANJAY PATEL

Approved by o

KAM[ E Sl Sl i/\RM/\

T T

s O T T TP TR R B s m——

/ L"

Na me .
Title SR.EXECUTIVE Q.C,
Date }’L[ []S}Qaz:.g, |

S T AL |

UNIT-2

DY MANAGER Q.C.

Lo aalesiinan

Reqgd. Oifice : Godref Collsuem, Somalya Hospital Road, B-3, 2nd Floor, Slon (Easi), Mumbc:l 400 022, INDIA.
lol.r -+91-22-66288688, Fax : $1-22-2408 4323, Email : customer.core@olivehodlihcare.co.ln

Fact. : Unli-il, Plo! No. 163/ I&IéS/E Mahatmo Gonahi Udyog Nogar, Dabhel Village, Nanl Daman, Boman-;

el OQéD 6622222
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_ CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
HEALTHCARE

OHC/II/EM/4/03-SOP/QA/040 S S
Product Name | EUROFAST COMBI _ L L
GengricName __| Ibuprofen 200 mg with Paracetamol 500 mg soft gelatin capsules |
Finished Product Code | 71228131294 [ ProductCode  [71228(3129
BatechNo.. 0 1GX3005 . | PageNo. Page 2 of 4
{AR.No. | FP2/23/0085 ~ | Mfg Date ] APR-2023 |
Batchsize _1250,000capsules | Expirydate MAR-2025 |
Sample quantity 150 Capsules | Date of refease | 1270572023
Sampled by / Date Hiren 02/05/2023 Reference STP No. FPP/1B3P/0539-01
Container Closure details | x 10's Blister Pack. |
| ;Z Test Parameters Speciticaiion Result Procedure Ref. No
i By PDA (HPLC) | The UV absorption specira 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 1
minima  at - the  same | maxima and minima at the |
wavelength as obtained in | same wavelength as :
. Assay. ___|oblaincdin Assay. I
3. Unifbrmit)-'- c'if Dosage | The acceptance value of the Dibuprofen : FPP/IBP/039.01 (3)
Units (HPLC) first 10 dosage units is less Izl & B Ph. Eur, 2.9.40
(B,y Coqtcnl; than or equal to L/ [f the |
uniformity for acceptance value s greater 2) Paracetamol :
lbuprofen and than L1 test the next 20 dosage | "' 0.8
Paracelamol) unit  and  caleulate  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 1s less than (- |
L2 x 0.0DM or more than
| (1+L2 x 0.01)M in calculation
of the acceptance value.
Llis 15.0and L2 is 25.0. kA
4. Dissolution: by | o ] Ibuproten :
HPLC | NLT 75% (Q) in 30 Minutes Min 193 %
buprofen Max : 102 %
S S— Mean : 100 % ;
T T Preparedby | Checked by
Signaturce
L . h M@M - Strf‘vv\*rfaf\ i & A
Name | MEHUL RANA SANJAY PATEL KAMLESH SHARMA
“Title T | SREXECUTIVEQ.C. . | -DY.MANAGERQ.C. AGM Q.C. |
Date j2ias) s \ M osiaD a3 | '

YKpaiHa HD*‘; .-\

719 CEPTUOIKATIB ||
wOHARK IHTENMEL’

e KS!?MB?ZZB__

UNIT-2
Regd. Office : Godrej Colisuem, Somalya Hospltal Road, 8-3, 2nd Floor, Sion (Easi), Mumbai - 400 022, INDIA,
Tel.: +91-22-66288888, Fax : 91-22-2408 4323, Emall . cusiomer.care@oliveheaithcare.co.in

Fact. : Unitll, Plot No,163/1&163/2, Mahatma Gandhi Udyog Negar, Dabhel Village, Nani Daman, Daman-396210, INDIA.
Tol,:0260 - 6622222 g | ) -
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- CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
HEALTHCARE | | |

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

e ey T T — e

Product Name | EUROFAST COMBI_ - |
Generic Name i [gtiprofen 20{) mg‘w_;_th_ quacetamol *30_0 mg soft “letl[l ca )sulw !
Finished Product Code | 7122813129A  — TProductCode  [7122813129
Batch No o | 'GXJOOJ e —— Page No. . |Pag Pa?i?ﬁl_ﬂ

[ARNo. " " VFP2/23/0085 [ MfgDate [ APR-2023
Batchsize _1.250,000 capsules 3 TExwdatc | MAR-2025
Sqmple quantltv R 150 Capsules _____| Date Oflf:l_ease L IEKOSJ?‘_Q;) o
Sampled by / Date Hiren 02/05/2023 Reference STP No. FPP/IBP/OBQ Ol
Container Closure details | x 10's Blister Pack |
;lo Test Parameters 4 s Result Pr()LLdHIE’REF No

S, | Dissolution: by HPLC I NLT 75% (Q)indS | Paracetamol: FPP/IBP/039-01 (5)

Paracetamol: Minutes Min: 85 % In-house
Max: 101 %
Mean : 97 %
6. | Related substances for | o R F "FPP/IBP/039-01 (6)
buprofen | ‘ | S In-house, British
LEHPLE)Y Pharmacopoeia,
| l Impurity-3 LNMT 0.5% |. Not Detected
2. tbuproten |- monoglyceude |
impurity 2.NMT L.O% 2. BDL
3. Individual Unspecified ' (Less than 0.05%)
[mpurities 3.NMT 0.3% | 5. 0.06%
4, Total Impurities (Other than |
Impurity-B and lbuprofen 4 NMT 0.7% 4, 0.11%

- |- monoglyceride) | N L 1 " o
7. | Related substances: (HPLC) | FPP/ABPI39-01 (7)
For Paracetamol [. NMT 0.10 % l. BDL [n-house, ICH

|. d4-Aminophenol (Imp-K) - ' (Less than 0.05%)
2. 4-Chloracetanilide(lmp-J) | 2. NMT [0 ppm 2. Not Detected

3. Any unkhown individual 3. NMT 0.25 % 3, 0.01 %

[mpurity

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

_(Excluding lmp-J) | ]
T B S Piepm Ed b’f o - Cllﬁﬁl{cd h}?

blunatu:c /

. il ﬂdﬁw — 8 L idad I —
Name | | MEHUL RANA SANJAY PATEL KAMLF SH M'ARMA

“Tile | SREXECUTIVEQC. | DY.MANAGERQ.C AGMQC.

Date ] jrozes | ypal\pdasas ﬂlwzim%

UNIT-2
Regd. Oftice : Godre] Colisuemn, Somalyo Hospifal Road, B-3, 2nd Floor, Slon (East), Mumbai « 400 022, INDIA.
fel.: +91-22-65288888, Fax : 91-22-2408 4323, Emaill ! cmlomarcare@olh/shwrfhcate co.ln

Fact, : Unit-ll, Plol No.183/1 & 163/2 Mahatma Gandhi Udyog Nagar, Dabhel Village, Nanl Daman, Damon-39
Tnf 0260 6822222
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

UnIT-2

stands ° Ap;}(ved/ReJected“

Abbreviation:
NMT : Not More Than

NLT : Not Less Than

Product Name EUROFAST C:QMB[ _ . i )
Generlc Name B Ibuprofen 200 mg Wlth P'lraceta molpj_)g mg solt gelant}_r}ﬂ_g_:ﬁixp_&itlc__
leshul Producl C‘(}Llc L 7122813129A Product Code ] 7122813129
_Bateh No o B GX3003 - Page No. Page 4 ol 4 N
| A.R.No. —|FrpP2/23/0085 | MfeDate | APR-2023
"_‘Batch size S - | 250_@9_{1_ capsules '__qﬂ _| Expiry date . MAR-2025 L
Sample qua nuty | 150 Capsules ' Date of release 12/05/2023 |
Sampled by / Date Hiren 02/05/2023 Rcl‘erence STT No. P 1'/18 P/039 O
'Contame: Closure deta:ls | x 10" Bllster Pack
i o ———s pimcman N e erem e st —
;L Test Parameters Specification Result Procedure Ref. No
8. , ‘Aséay B;HHIPLC (Each soft gelatln capsula, contalm) )
[bupro Fer PI B, NLT 190.0 mg and NMT 210.0 mg | 199.73 mg FPP/IBP/039-01 (8)
| | NLT 95.0% and NMT 105.0% 09.9 % [n-house
Paracetamol Ph. Eur. | NLT 475.0 mg and NMT 525.0 mg | 498.08 mg |
| NLT 95.0% and NMT IOS O% 99.6 % |
9. | Loss on drying NMT 2.3 % m/m T 110.58% m/m | FPP/IBP/039-01 (9)
E L Ph.Eur 2.2.32
110, | Microbial enumeration: | FPP/IBP/039-01
: i. Total aerobic microbial i, Not more than 10° cfu/g <10 cfu/g (10)
count (TAMC). | Ph.kur 2.6.12 and
. Total combined | {i. Not more than 10° clu/y < 10 clu/g Ph.tiur 2.6.13
yeasts/mold count (TYMC)
til, Specitied |
microorganisms: a. Must be Absent/lg Absent/g
,,,,,, a. Escherichia col S e
L~ ,
Conclusion: The sample of above batch com plies/deesnotrompty as per specification no. FPS/IBP/049-02 &

HPLC: High Performance Liquid Chromatography UV: Ultraviolet SoNHA «
PDA : Photometric Diode Array | RT : Retention tl 735 opMmi Y8 \
% . Percentage ctu: Colony Fo: mgu'
Ppm : Parts per million m/m ; Mass b /
Q : Gram mg: millngra | :
i T Prqmrcd by ~ Checked by
‘Signmurf;_“ - i !
M@__A'LL/ : Q’M‘“‘*H N
Name MEHUL RANA | SANJAY PATEL ~ KAMLESH SHARMA |
Title SR.EXECUTIVE Q.C. “DY.MANAGER G.C. | AGMQC
D"“’ _ ! MOS / 2Ly B S QFMMS  Wapaiei ailve gtis. |

Regd. Office : Godref Coiisuem, Sormaiya Hospital Road, B -3, 2nd Flooy, Sion (Easl), Mumbal - 400 022, INDIA.
Tol.: +91-22-66288888, Fax : 91-22-2408 4323, Email ; customercare@olivehealthcare.co.ln

Facl. ;

Te! 0260 6622222

LFI CEPTU®DIKATIB

TOB “"KOHAPK IHTETMEL"
‘_N92§182226 ; ‘

- Unil-ll, Plot No. 163/ f&MJ/Z Mahatma Gondhl Udyog Nogar, Dabhal Village, Nanl Daman, Damaon-396210, INDIA,



