CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A Page 1 of 5/Crp. 1 35

Product : Ibuclin, film- coate?téblets 400 mg + 325 mg
Hoyxanu®, T&ﬁ.’leT‘KH MOKPBIThIE MIEHOYHO o6or0o4Koii, 400 mMr + 325 mr

Batch No / Cepust No V2400757 Batch Quantity / O6bem na nap”ﬂm 776 0 Kg
aAnalytlcal Report No / AHamisTHYecKnii oTweT No : Date of Analysis /,[{a’ra ananu3sa: 28.05.2024
\04000253789s 00000 P
Date of Manufacture / Jara npomsomrma 04/2024 Date GfExplry_." QpOiTP;{HOCTH 03/2029

|f}nalyﬁpierforr?ngqigccordmg ND / Ananus nposejen mo HJ: [IN011252/01-160123

Ne Tegh’mlloxasaﬂenb !Resuits/ PezvanaTbl Speclf’catlon / Hopma
1 \Descnptlon./ Orncanne '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
the  cross-section../. Tabnetku core at the cross-section. / Tabnetku
KancysoBuAHOR (OpMbl, MOKPBITBIE KANCYNOBUAHON  OpMbI,  MOKPBITHIE
nnexHo4yHoi o6o/10YK0H opameBoro nmeHodHolft  ofonovkoi opamxesorol
1BeTa, ¢ pUCkoH Ha oZMOH cTopoHe; 1BeTa, ¢ pHckoll Ha ojHOH cTopoHe; Hal

Ha TONEPEeYHOM paspese — SApO NONEpeyHOM paspele — anpo Oenoro unu
benoro 1BeTa. no4tu Genoro 1peTa.
I
2 Identification / Complies as prescribed/ The retention times of the main peaks on
[TopsvHHOCTE Cootsercrayer _ the chromatogram of the test solution

'should correspond to the retention times
of the peaks on the chromatogram of|
ibuprofen and paracetamol reference
standards sclution (section Assay) /

Bpemena yiepKuBaHis OCHOBHBIX MHKOB
Ha  XpomaTorpamme HCTTBITYCMOTO
pacTEopa  IOMKHBI  COOTBETCTBOBATH
EpPEMEHAM  YACPIKMBAHMS  [IMKOB  Ha
XpOMaTOrpaMMe pPacTBOpa CTAHAAPTHBIX
|o6pasuos ubynpodena u mapaueTaMmona

|(paznen «KonHyecTBeHHOE
|OTpEAENCHHEY)
3 A"vérage tablets wéight 9713 mg/971.3 Mr From 9409 mg to 999.1 mg
Cpeunss Macca (970.0 mg+=3.09%)/
TabneTox \ Ot 940,9 M 0 999,1 Mr
(970,0 mr+ 3,0 %)
_____________ !
. Remarks : The Product conforms to ND/ Opmmn APPROVED 1
Hpumeuanne: [TpoayxT cooteTcTBYET Tpebosanuam HJL | 3akawuenne: OJOBPEHO 5
Prepared by / .| Checked by / Approved by: Manager/Executive .
[Moarororieso Santosh [Mposepeno; Pardeep Kumar | /Ono0penn: Meneokep / |
Kumar Maurya , Pykoroaureas Munish Sharmis !
: I 0
Reprint Date: RCp}‘fﬂtDatE: T Reprinn‘, Date: i
Jlata: 28052024 | Jlara:28.052024 | lara:28.05.2024 ]




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHATTHU3A Page2of5/Crp. 2 u3 5

"Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
}’IGyK JTHH®,; TalNeTKH, MOKPhITEIE N1eHOUHOH 060104KOi, 400 Mr + 325 mMr

Batch No / Cepust No : V2400757 7
Anaiy tical Report No/ AuauTaaecknii oTuer Ne :

040002537595

Date of Manufacture /)Iam nponaaoncrﬁa 04/2024
Analvs:s performed according ND / AHa/TH3 IPOBE/IEH 110 Hﬂ 11 N011252/01-160123

4 !Disintegration /
|PacriagaemMocTs

-] Dlssolutlon /
‘Pacteopenue

6 Related substances /
PopacTBEeHHBIC NPHMECH
Method 1/ Metog 1

‘Method 2/ Meron 2

07 min 54 sec / 07 Mun 54 cex

99 % To 102 %

100 % to 104 %

0.0002%

0.04%

0.04%

|Water / Boaa

' Remarks : The Product conforms to ND/
' IIpameyanue: [IpoaykT coorercTBYET TpeboBanuam HJI

1.6%

Date of Expiry /Cpmc ro,zmnc*m 03/2029

Batch Qudnt:ty / Obbem napl 0§ ¢ 776 0 ke
i]}ate of Analysis / ;_LaTa anamia: 28.05.2024

'Not more than 30 min /
'He 6onee 30 MuH

Not less than 70% (Q) of Ci3Hys0;
{Tbuprofen) after 30 min /

He MEHEE 70 % (Q) C)]H]sOg
I{(ubyrnpoden) uepes 30 MuH |
Not less than 70% (Q) of CsHoNO;'
i(Paracetamol) after 30 min /

He wmenee 70 % (Q) CiHyNO:
(napauetamo) yepes 30 MiiH ‘
4-aminophenol (paracetamol 1mpurity)
- not more than 0.005 % /

(4-amuHO(eHon (TpUMech NapalleTamona)
- He Gonee 0,005 %

|
| §
jAny individual impurity (ibuprofen or
‘paracetamol) - not more than 0.3% /
Jobas eAHHHYHAR [pUMech:
(ubynpodena unM napaucraMona) - Hel
tonee 0,3 %

‘Total impurities (Method 1+ Method 2)

- not more than 0.7 % /

:Cymna npumeceit (Meroa 1 + Meton 2) !
i- He Bonee 0,7 %
" Not more than 5.0 % /
‘He Gonee 5,0 %

Opinion : APPROVED H
3axmovenue: QJOBPEHO

Prepared by /
ITogrorossaedo Santosh
Kumar Maurya

| Reprint Date:
| Nara: 28.05.2024

Checked by /

; [Tposepeno: Pardeep Kumar

!Oxobpeno: Menemxep /

Approved by: Manager/Executive

Pykosoaurens Munish Sharna

Reprint Date:
Hara: 28.05.2024

‘Re print Date:
fi e ol




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3A Page3of 5/ Crp.3 u3 s

Product : Ibuclin, film-coated tablets, 400 mg -+ 325 mg

IIﬁyp:ﬂHH@ TabJ1eTKH, NOKPLITHIE [IJIeH04HOH 060/104K0iH, 400 Mr + 325 Mr

Batch ' No/ C CBPHH Ni : V24GG757 Batch Quantity / OGbem naprum : 776 0 Kg
Analvtlcal Report No / AHanuTHYecKkuii oTyer No : IDate of Analysis / lara ananuza;: 28, .05.2024
040002537595 J

'Date of Manufacture / Mata npoussoactsa : 04/2024 _|Date of Expiry / Cpox ronuocna 03/2029

Analysm performed according ND / Anasus nposenen no HJ[: TIN011252/01-160123

10 Unif’ormity of dosage
units /
{OIHOPOAHOCTE
. JO3UPOBAHUS 1.4
Ibuprofen /ubynpoden

1.4

- Paracetamol/
napaueramon

11 Microbiological purity /
Mukpobuoaoriveckas
gucToTa* I Less than 10 CFU/g /
ia) Total aerobic Menee 10 KOE/r
imicrobial count /
O6ee yncio
[aapoﬁﬁblx ,
! MHKPOODPTAHH3MOB
| Less than 5 CFU/g/
b) Total combined Menee 5§ KOE/r
yeasts and mould count
/ OB1uee yneno ;
APONOKEBLIX H
‘niecHesblx rprboB
| Absent in 1g/ OTtcyrerByeT B I
¢) E. coli

i
|
i
i
1

Remarks : The Product conforms to ND/
IIpumeuanue: IlponvkT cootsercreyer Tpeborannsav HII

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

[Tokazatens mpuemneMocTn (AV) ﬂOJ‘[){(eHi
ObIT He bonee 15,0

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

[loxasatens npuemneMocti (A V) nomken
ObITE He Bonee 15,0

;Not more than 1000 CFU/g /
|He boiee 1000 KOE/r

|

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBHE B
lr i

Opinion : APPROVED 1
3akmawuenue: OJIOBPEHO

Prepared by / | ' Checked by /
[Tonrororneno Santosh ITposepeno: Pardeep Kumar

Kumar Maurya .

Approved by: Manég;rf'Executivs
/Ogobpeno: Meneaxep /
PykoropauTtens Munish Sharmu -

Reprint Date: . Reprint Date:
Mara: 28.05.2024 | Jlata: 28.05.2024

Jara: 2_8.0§ .3_07211%

Reprint Date: )
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJI3A Page 4 of 5/ Crp. 4 w3 5

\Pr oduct : Tbuclin, film-coated tablets, 400 mg + 325 mg
=IfIﬁmemO TablIeTKH, NOKPbITEIE MIeH0YHOT 060.104KOi,

400 mr + 325 M1

Batch No / Cepus No : . V2400757 Batch Quannty / O6bem ﬂap'run 776 0 Kg
Anal} tical Report No / AnaauTiuecknii oraet Ne : Date of Analysis / Jlara ananuaa; 28.05.2024 |
040002537595 ) I
Date of Manufacture / ,J:[a“ra HEDHBBO,HCTB& 04/2024 ‘D‘zte of Expiry / Cpox FOHHOCTH 03/2029

|Ana]y515 performed according ND / Ananus nposejen 1o H,Il IIN011252/01-160123 T

12 |Assay / ) o
|KonuuecTreHHoe
lonpeﬂeﬂm{lde , 398.5 mg/ 398.5 mr

|

325.57 mg /32557 mr

|From 360.0 to 440.0 mg of CiH 0,
i(Ibuprofen) per tablet / |
Ot 360,0 mr go 440,0 mr CpiHigOa
(ubynpodeH) B TabneTke

From 292.5 to 357.5 mg of CsHyNO»
(Paracetamol) per tablet /

Ot 292,5 Mr mo 357,5 Mr CgHoNO;,
(napaueramon) B TalJieTKe

.13 Package / Ynakogka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tatGnerok B [IBX/Al 6aucrep. [o 1
OnucTepy B Nauky KapTOHHYH
BMECTE  C  HHCTpyKUMed 1o

'10 tablets in PVC/AI blister. 1, 2 or 20
iblisters and a patient mformatlon leaflet
in a carton. / ITo 10 Tabnerox B TIBX/Al
oauctep. Tlo 1, 2 unu 20 6nuctepos B
nayxy KAPTOHHYIO BMECTC &
MHCTPYKIHMEHR N0 NPHMEHEHHIO.

B i TIPUMEHEHHIO.
| 14 Labeling / Mapkuposka ' According to ND./B CGOTBBTCTBHH c H,u
15  Storage conditions/ | At temperature not more than 25 °C. /
| XpaHeHne (Ilpu reMneparype He Boiwe 25 °C.
16 | Shelf life / Cpox ‘5 years / 5 et
| TOIHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpOBOXHTCA TPOUIBOAMTENEM HPH
BBIITYCKE MEpPUOMUECKH: A Kax ol 20-0H cepun uan He meHee 1 pasa B rop. [Tokazatens Mmoxer ObiTh

He BIAIOYEH B CEPTHDHKAT aHanu3a pupMbl

l Remarks : The Product conforms to ND/ [
! IIpumeuanne: [Ipoayxt cootBeTcTBYET TpetoBanuam HJl

Opinion : APPROVED
i 3axmouenne: OJJOBPEHO

| Prepared by / . Checked by /
IMoarotosaeno Santosh | [Iposepeno: Paldbcp Kumar
 Kumar Maurya

i SN

Approved by: Manager/Executive
/OnobpeHo: Menemiep /
PyxoBoautens Munish Sharmai

‘- Reprint Date: Reprint Date:
I Jara: 28.05.2024 | Jlara: 28.05.2024

Reprir;t Date:
%Igla; 28.05.2024




CERTIFICATE OF ANALYSIS
CEPTHPHKAT AHAJINU3A

Product : Ibi;clin film-coated tablets;”fni_()[) mg + 325 mg
‘HoyxknuH®, TabneTkw, NOKPBIThIE INIeHOYHOH 060.104K0M, 400 Mr + 325 mr

Batch No/ Cepusa N 1 V2400757

Analytical Report No / AnanuTmiecknii oruer No :

040002537595

Date of Manufacture / Jara upoﬁsﬁo;(crsa 04/2024
Analyms performed according ND / Arasus MPOBENeH 1o HA: TIN011252/01-1

API name (INI\) /

Haumenosanne AQC (MHH):

API manufacturer batch number /

|  Homep cepun npoussoanrenn ADC:
FP Manufacturer API Batch number/
Homep cepun cybcrannun
npoussoanTens [JId:

Ibuprofen / Mbynpoden

PIBM230465

FERAQ0051

API Manufactured by & country/
- ITpoussoautens APC, crpana:

b

Remarks

The Product conforms to ND/
IIpumeuanune: [IpoAyKT cooTBETCTRYET Tpebosanusm 11]]

- | Solara Active Pharma Sciences
‘Limited, India / Conapa DxTus
@apwma Caltencns Jlnvute, Muaus

Page50f 5/ Crtp.5u3 5

IBatch ngntlty/ Obbem nap'rzmi:_r'f'_:ig.(] Kg
;Date of Analysis / llaTa ananuia: 28.05.2024

Date oi‘Explrv / Cpok regHocTH : 03/2029 o

160123

Paracetamol / INapavuetamon

1215/23-24

FERAQ0160

Sri Krishna Pharmaceuticals
Ltd., India / Illpu Kpuwaa
Qapmacsrotikanc JIta, Muaus

Opinion : APPROVED
3akmouenune: OJOBPEHO

|

Prepared by /
TloaroToraeHo Santosh
Kumar Maurya

Checked by / ‘
[1posepeno: Pardeep Kumar

Approved by: Manager/Executive
/Qnobpeno: Menemkep /

l Pykosoamresis Munish Sharma °

| Reprint Date:
i Jara: 28.05.2024

Reprint Date:
Hata: 28.05.2024

Reprint Date:
Hara: 28.05.2024




