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CERTIFICATE OF ANALYSIS
CFPTHDOHUKAT AHAJIM3A Pagel of 5/Cyp. 1 u35

|Product - Ibuclin, film- Im-coated tablets, 400 mg + + 325 mg
§ﬂ6yh nm@, Ta0.1eTKU, NIOKPBIThIE 11 NeHOHOT o60:;104K0#, 400 Mr + 328 Mr

'Batch No / Cep}m No V240{)7‘58 ‘Batch Quantity / O6Lem napTuy : 763.2 K;:r
Analynca] Report No / AHaIHTHYCCKHH oTaeT Ne : Date of Analysis / I[aTa anamnza: 28,05.2024 |
040002539930 |
‘Date of Manufacture / JlaTa NpoOH3BOACTEA © 0572024 l)ate of Expiry/ Cpom TOJHOCTH : 04/2079

lénalysrs performed according ND / Ana/iu3 nposeneH no HJI: [1N011252/01-160123

]FNn ‘Test / HokasaTens "Results/ Pe3vnbTarThl Spemﬁcahon! Hopma
| 1 Description/ Onucakue | Orange film-coated, capsule-shaped, Orange film-coated, capsule- shaped one-
| ; {one-side scored tablets; white core at side scored tablets; white or off-white
: ! lthe cross-section. ./ TaG: TeTiH core at the cross-section. / Tabnerkn|

KancynoBuAHOH QOpMEI, ﬂOKpb!TB}ElKaI‘iC}’ﬂOBHﬂHOH GOpMEL,  TIOKPBITHIE

NeHOUHON 0000YKON OpaHKeBOro MIEHOYHOH — ODOJIOHKOH — OpaHkeBOro,
i | ‘IBGTA, C PMCKOH Ha OAHOH CTOpOHE;|UBETa, C PHCKOH Ha OJHOHM CTOpOHE; Ha!

| Ha TIOTEpednoM paspese - S/PO|MONEPEHHOM Pa3pe3t — ANPO Henoro niau
; [Genoro upera. - [[IOYTH OENOro LBETE.

2 ldentification / Complies as prescribed/ The retention times of the main peaks oriﬁ
[TonuiHoOCTh CooTBETCTBYET the chromatogram of the test solution|

should correspond to the retention times
of the peaks on the chromatogram of
.ibuprofen and paracetamol reference
istandards solution (section Assay) / '
premeHa YAEPKUBAHHA OCHOBHBIX NHMKOB
'Ha XpoMarTorpamMmme HCTIBITYEMOTO
?paCTBopa ROMUKHBI  COOTBETCTROBATH
'BpeMCcHaM  yJepKWBaHMS  NHKOB  Ha,
XpomaTorpaMMe pacTBOpa CTaHﬂdeHb§X|
obpazos WOyupodena ¥ napaueray 0;]&!

]

‘ (pazgen «KomuecTsennoe!

| | S e onpeneenier) .
l 3 Average tablets weight 9714 mg/971.4 mr From 9409 mg to 9991 mg
‘ Cpcanss Macca (970.0 mg £ 3.0 %) /

‘Tab1eTox (Ot 9409 Mr go 9991 Mr
1(970,0 ur 3,0 %)
I | |

Oplmou A_I‘PROVED
3axmoyenne: OJOBPEHO

“Remarks : The Product conforms to ND/
Ipuveyanue:; [IPOAYKT COOTBETCTBYET tpeGosanusim HJI

Prepared by / Checked by / | Approved hy: Manager/ﬁxecnliv?
[ToarorosaeHo Santosh Ilposepero: Pardeep Kumar | /Oj06peHo: MeHemkep /
| Kumar Maurya j Pykopomutens Munish Shawma - ‘
_____ U . i = .
Repru nt Date: Reprint Date: 1 Reprint Date:
_ | Hara: 28.05.2024

Jlata: 28.05.2024 Jlara: 28.05.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A Page2of 5/Crp.2 35

Product : Ibuclin, film-coated tablets, 400 mg +:325 mg
U6yKkauH®, TabaeTKkH, NOKPLIThIE IteHo4noi ofonoukoit, 400 mr + 325 mr

Batch No / Cepust Ne : V2400758 B Batch Quantity / OGbem napTui : ‘763 2 Kg i
iAnalytical Report No / AHanprruyeckuii oruer No: Date of Analysis / JlaTa anaaunsa: 28.05.2024
040002539930 |
Date of Manufacture / JlaTa nponssoacTsa : 05/2024 |Ddte of Expiry/ (“pox-: TOJAHOCTH : 04/2029 _J
' Analysis performed according ND / Anamu; nposeneﬂ mo HJI: [T NO11252/01-160123 L
4 Disintegration / | 08 min 05 sec/ 708 wutt 05 cex Not more ¢ than 30 min / | }
Pacnanaemocts He Gonee 30 MuH
|
5 |Dissolution / ' 98 % To 103 % Not Jess than 70% (Q) of C[\Hlsoz

| |PacTBoperte (Ibuprofen) after 30 min /
‘He wMenee 70 % (Q) CuiHiO:
| {(nBynpoden) uepes 30 Muy
101 % to 103 % Not less than 70% (Q) of C; HuNOa[
(Paracetamol) after 30 min/
\ ]He Meree 70 % (Q) CgHgNO;E
! , |(napaneramo:) yepes 30 MuH
6 |Related substances / | ‘4-aminophenol (paracctamol impurity)
PoAcTBEHHBIC MPHMECH ! 0.0001% - not more than 0.005 % /
Method 1 / Meton | 4-amunodenon (npuMech NMapaleTaMoid)
‘ - ne Gonee 0,005 %

Any individual impurity (ibuprofen or

i |paracetamol) - not more than 0.3 % /

jMethod 2/ Meron 2 0.04% iﬂro6a;1 CAMHHYNAS PHMECh
{(uOynpodena nauM napaueTaMona) - He

|
l | bonee 0,3 %

- not more than 0.7 % /
Cymma npumeceii (Metoa 1 - Meton 2)
| - He Bonee 0,7 % i e

9 {Water/ Bona ‘ 1.4% ‘Not more than 5.0 % / ‘
‘He 6onee 5,0 %

‘ 0.04% I Total impurities (Method 1+ Method 2) |

Remarks : The Product conforms to NI/ Opinion : APPROVED
Npumeyanne: [Iponykr cooteercTsyet Tpebosannav HI[ | 3axmouenie: ONOEPEHO
Prepared by / Checked by / | Approved by: Manager/Executive
TMoarorosneHo Santosh [Tposepeno: Pardeep Kumar | /Oaobpeno: Menemxep /
- Kumar Maurya | ‘ - | PykoBoanTens Munish Sharma
A Reprint Date: Réprim Date: Reprint Date:
i;’ra:__%i%ﬁr - i Jara: .?._8.95.2&124 L Jata: 28.05.2024 |



CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHAJIM3A

_]?roduct Imguclm film-coated tablets, 400 mgTSJ_Z-S'“mO

Page3 of 5/Crp.3 us 5

J6yknna®, Tabaerky, NOKPBITHIC IEHOYHOH 000,104 KO, 400 mr + 325 mr

Batch No/ Cepusi Ne : V2400758

Anaivtical Report No / AHaanThyeckuii oTuer N :
040002539930 o
Date of Manufacture / JlaTa npoussoactsa : 05/2024

~ [Batch Quantity / O6nem napTuu : 76‘% 2 I&g L
Date of Analysis /L{aT‘l anamu3a: 28.05.2024 |

I

|

" Date of Expiry /Cporc rogHocTH ¢ 04/2029

Ef_f*umljy'sis performed according ND / Ananus nposenen no Hjl: [1 NO11252/01-160123

10 Uniformity of dosage
junits /
' OIHOPOAHOCTE ;
NO3WPOBAHHUS | 1.4
- Ibuprofen /udynpodeH |

| 1.3
i‘ Paracetamol/
jrapayeTamMo.t

Acceptance value (AV) should be not
more than 15.0 /

[Nokazatens npueMaeMocTH (AV) ,ﬂOﬂ}KEH|
OuiTb He Gonee 15,0

|

%:\cceptance value (AV) should be not
imore than 15.0 / i
‘TTokazaTens aneMnemocm (AV) gtomxen |
6bITH 1H1e bostee 15,0

11 Microbiological purity/
iMukpobuonornyieckasn
yHcrora®
|a) Total acrobic NA
‘microbial count /
Obwwee uiuciio
aspodHBIX
| MIKPOOPTRHH3MOB

NA

| b) Total combined

] yeasts and mould count

l / QbLuee yneno

i JPONGHEBBIX I
MAeCHeBbIX rPHOOB

ic Y E. coli NA
_—

‘Not more than 1000 CFU/g /
‘He Bonee 1000 KOE/r

Not more than 100 CFU/g/
He Gonee 100 KOE/r

‘Shal] be zbsent in lg / Orcyrcrere B
ir

Remarks : The Ploduct conforms to ND/
IIpumeuanne: TIpojyKT COOTBETCTBYET Tpeboanuam HJI

 Opinion : APPROVED

3axiwouenne: OJOBPEHO

. Prepared by / Checked by /
[Toarotosneno Santosh [Mpopepeno: Pardeep Kumar
Kumar Maurya ;

Approved by: Manager/Executive

Pycosoautens Munish Sharma

Reprint Date:

- imReprint Date:
Hara: 28.05.2024

Jara: 28.05.2024

_L[aTa 28.05. 702

/O a0bpeno: Menemxep / ‘!

Reprint Date: }




CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATH3A Paged of 5/ Crrp. 4 u3 5

Product : Ibucrlrirn, film-coated tablets, 40d_mg + 325 mg
Hoyranu®, TabaeTku, NOKPLITLIE IIeHOHH0H 000a0u Ko, 400 M1 + 325 mr

Batch No / Cepust Ne : V2400758 ‘Batch Quantity / O6hem naprim : 763.2 Kg

|Analytical Report No / AnanuTuuecknii oTuer Ne : |Date of Analysis / lata anaanza: 28.05.2024 1

1040002539930 - | '

Date of Manufacture / laTa npousnoicrsa : 05/2024 Date of Expiry / Cpox rogunoctu : 04/2029 !

‘Analysis performed according ND / Ananus nposegen nmo HJL: 1 N011252/01-160123 o

| 12 iAssay/ ' From 360.0 to 440.0 mg of C;H05)
Konu4ectseHHoe (Ibuprofen) per tablet / 1
OTMPEACTICHHE 399.9 mg/399.9 mr Ot 360,0 mr no 440,0 mr C;3His0s:i

((nbynpoden) B TabneTke
(From 2925 to 357.5 mg of CsHoNO,|
[(Paracetamol) per tablet /
323.16 mg/ 323.16 mr lOT 292,5 mr o 357,5 Mr CsHeNO,
- : o (napauetamo.) B Tabnerke o
13 Package / Vnakoska |10 tablets in PVC/Al blister. 1 10 tablets in PVC/AI blister. 1, 2 or 20i ‘
| | blister and a patient information blisters and a patient information leaflet
' i - leaflet in a carton. / [lo 10 in a carton. / Ilo 10 Tabnerox B ﬂBX/A1|
‘tabnetox B [IBX/Al 6nuctep. [To 1 Gancrep. Ilo 1, 2 uni 20 6aucTepoB B

OnucTepy B TAauKy KapTOHHYK |nauky KapTOHHYIO BMECTE c

E  |BMecTe ¢ MHCTpyKuMell MO [HHCTPYKUMCH 10 IPHMCHEHHIO. 1

i ' MPAMEHEHHIO, 1 B |
| 14 Labeling/ Mapkuposka| According to ND. / B coorserctsin ¢ HJL -

15 | Storage conditions/ At temperature not more than 25 °C./ ' 1

' iXpanenue . I1pu Tenneparype He Boilue 25 °C. 1

"16 Shelflife / Cpox E years /S mer ' o

B FOJHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a vear. The
parameter may be absent from the Company's certificate of analysis. / [IpeBonnTcs nponznoauTenesM npu
BLITYCKE NEepHOAHYSCKH: Ans kauAoH 20-0H cepuH wiM He MeHee 1 pasa B roa. [TokasaTenb MokeT ObITh
H¢ BKIIOYEH B CEPTH(PHKAT aHATH3A QPUPMEI

Remarks : The Product conforms to ND/ Opinion : APPROVED 1
Ipameyanue: [poaykr coorseTcrByeT Tpebosanuam 11 | 3akawuenne: ONOBPEHO EI
Prepared by / ; | Checked by / Approved by: Manager/Executive . !
TToarotoBneHe Santosh | IpoBepeno: Pardeep Kumar | /Oa06pero: Menemxep /

Kumar Maurya Pyxosoautens Munish Sharmua -~ “
_Reprm[ Date: Reprint Date: - WRErim Date: |
Jlata: 28.05.2024 Hata: 28.05.2024 Jata: 28.05.2024 _




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A w3 S

Page 5 of 5/ Crp. 5

Product : Tbuclin, film-coated tablets, 400 mg + F325 mg

l‘Iov:{th@ , Tabaerki, NOKPLITEIE [1. ELHO‘iHOH o6o1oukoit, 400 mr + 325 Mr
‘Batch Quantity / Obnem naprui :

Batch No/C epns No : \’24{)(}758

Anal}tncai Report No / AHAMHTHYECKUH oTaeT Ne :

040002539930

;Date of Manuﬁ:cture/ﬂam npoumoﬂnsa
{Analysis performed according ND / Auanu3 nposeges no HJ: [IN011252/01-160123

AP name (iNN)/
| Haumenosanue AQC (MHH):
API manufacturer batch number oy /.

Homep cepun nponspopurena AGC: |
FP Manufacturer API Batch number / |

Homep cepuir cyGcTaHUMH
npouzBoanTens ['J1@:

APl Manufactured by & country/
' [IponzeoauTess ADC, cTpana:

.F'Remarks : The Product conforms to ND/
TIpumeuanue: [1poaykT coorsercrsyeT TpenoaHuam HI

7632 Kg

’D-m, qunal}sw / lata ananusa: 28.05.2024

05/2024

Date of Expiry / Cpm\ roanocn:

04/2(}29

Ibuprofen / Ubynpoden

PIBM240025

FERAQ00227

:Solara Active Pharma Sciences
'Limited, India / Conapa Dkrus

Paracetamol / I’ lapaue?amon

1211/23-24

iCDapma Cajiencits Jiumuren, Huaua

Opinion : APPROVED
Jakawuenne: OJOBPEHO

FERAQ0159

Sri Krishna Pharmaceuticals

Ltd., India / Wpu Kpuiuxa
Dapmacbiotukaic Jita, Muiana

=

Prepared by /
Tloarotosneno Santosh
Kumar Maurya

Reprint Date:
,Il:lTa 28.05.2024

Checked by / ;
[Tpogepeno: Pardeep Kumar

ch?iﬁt Date:
Harta: 28.05.2024

Approved_by: I\fIanager/Executive ;
/Ouobpeno: Menemep / -

i Pyrosoamrens Munish Shayiia ~

"chri:ﬁmle:
Hara: 28.05.2024

J




