CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAIM3A Page 1 of 5/Crp. 1 035

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH B, TabneTkn, NOKpbITLIE NIEHOYHOH 080a0uKoit, 400 mr + 325 mr

Batch No / Cepust Ne : V2400750 lBatch Quantity / Obwem mapTan : 764.1 Kg
Analytical Report No / AuaauTHueckaii oruer No: ‘Date of Analysis / JaTa anaausa: 25.05,2024
040002528649 e . \ L _

'Date of Manufacture / laTa npoussojcrsa : 04/2024 'Date of Expiry / Cpox rognocrn : 03/2029

i_;:&_&-ﬁ;lysis performed according ND / AuaJymis npoBefeH 1o HJ: TIN011252/01-160123

INe  [Test/Toxasarens _ |Results/ PesyabraTer Specification / Hopma

b1 |Descripu'on/ Oniicanne |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-scction. ./ Tabnetkn core at the cross-section. / Taﬁne’rknl
KancynoBHAHOl (GOpPMbl, MOKPBITHIE KANCYJI0BHANON  GOpMBI, ﬂOKpbiniEi
niieHouwIof 06on0uKoN opaHkesoro nicHodHoH  obonoukoil  opaHmesoro
UBETa, C PUCKOH Ha OJ1HOM CTOpGHG;EuBBTa, ¢ pHCKOH 1a 0AHON CTOpoHE; na

]

i Ha [MonepeyHoM paspese — mpoéuompeqnom paspesc — aapo Oenoro i
i Benoro 1geTa. T104TH benoro ugeTta.

i 2 Identification / Complies as prescribed/ The retention times of the main peaks on
| JT0ATHHHOCTL CooTseTcTBYCT the chromatogram of the test solution
’ : should correspond to the retention times
[ of the peaks on the chromatogram of
i libuprofen and paracetamol reference

!smndqrds solution (section Assay) /

IBperieHa yaepxUEAHNS OCHOBHBIX TTHKOB
' Ha Xponsarorpamme HCIBITYEXNOTO!
PACTHOPA  JOMKHBI  COOTBETCTBOBATL
BPEMCHAM  YAEPAKMEBUHUA  TIHKOB  Ha
XpOMaTOrpaMMe PacTBOPA CTAWAAPTHBIX!
obpasuor HOynpodena u napaneravosns

(paznca «KomiyecTBeHHOR
| o oipeneneHie»)
3 Avecrage tablets weight 969.9 mg / 969.9 mr From 9409 mg to 999.1 mg
.Cpenuss Macea (970.0 mg+ 3.0 %)/
TaBACTOK Ot 2409 M A0 999 1 Ml'f
(970,0 Mr £+ 3,0 %)

Remarks : The Product conforms to ND/ O_pinion“: APPROVED
TNpumedanne: [IpoavkT coorsercTyet tpebosannsy HIL | 3akmouenne: OJOEPEHO

Prepared by / | = Checked by / | Approved by: Manager/Executive :
[Tonroroeneno Ranjeet llposepeno: PPardecp Kumar | /OpotpeHo: Menemxep / i u
f ' : " roBoaurens Mano) Kumar
Reprint Date: Reprint Date: T Reprim_DaE: : l
Hara: 25.05.2024 _ Marta: 25.05.2024 | Ao 25.05.2024 o




CERTIFICATE OF ANALYSIS
CEPTHDOUHKAT AHAJIU3A Page2 of 5/ Crp. 2 13 5

1’roduct Ibuclin, film-coated tabiets, 400 mg -+ 325 mg
|I’I6yKJmH® Taﬁ."xe"r}cu MOKPBITHIE 1T fleHO‘{HOH 000.109KO, 400 mr + 325 mr

Batch No/ Cepm& Ne : V2400750

Analvtlcal Report No/ AHanuTHueckuit oTuer Ne :

1040002528649

Da_tg of Manufacture / lata ‘11;;011339_1‘“:';‘"1-3‘:1 - 04/2024
Analysis performed according ND / Ananus nposeaen no HJI: [1N0O11252/01-160123

4 Disintegration /
! PacnapaemocTs

5 Dissolution /
Pacropenune

'
I

]

"6 Related substances /

Method 1/ MeToa 1

Meihod 2/ MeTon 2

PorncTBensble NpruMecH

Batch Quantity / Ofbem nap'nm __764 1Kg 1
Date of Analysis / JaTa anannsa: 25.05.2024 i

08 min 41 sec/ 08 MuH 41 cex

iDate of E\pir‘, / Cpox FOZHOCTH 03/2029

T\ot more than 30 mm/
He 6onee 30 muH

96 % To 103 %

97 % to 103 %

0.0003%

0.03%

Not less than 70% (Q) of C;3HiO:
{(Ibuprofen) after 30 min /

He wmenee 70 % (Q) CiaHis0s
(uByrnpoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /

He menee 70 % (Q) GCgHoNO:
(napauetamon) yepes 30 Mus_

' 4-aminopheno! (paracetamol Ymi)un'ty)

- not more than 0.005 % /
4-amunodeno (npuiecsk NnapaueTaMmona)
- He Boaee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jobas enHHHYHAs npUMech
(ubynpogeHa MM NMapaueTamMona) - He
Oonee 0,3 %

Total impurities (Method 1+ Method 2)
- not more than 0,7 %5 /

CymMa npumecedi (Meroa 1 + Metog 2)
- He 6onee 0,7 %

5 |Water/ Boma

Not more than 5.0 % /
'He 6o.1ee 5.0 %

‘Prepared by/(",'\
[MoaroresacHo Runjeet

: s

Remarks : The Product conforms to ND/
IIpumeuanue: [Mpoaykr cootrercTyeT TneGoranisin HJY

;onE}"APPROVED

| JakJII0ueHHe: O IOEPEHO ﬂ

| Checked by /
Ilposepeno: Pardeep Kumar

'Re pfint'ﬁrjre
Mara: 25.05.2024

Reprint Date:
! Hara: 2505.__2(_):24_ )

O wdpeno Mmac-hm_pf L fedd

\ppm\ ed h\. ‘NManay zer/Executine

I
Jgua g |

Pyrosoantean Manoj Kumar ==
chrmt Date:
Hara: 25.05.2024




CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHAJTH3A

Page3 of 5/Crp. 3 u3 5

Product : Ibuclin, film- coated tabl'ewt';zm&;;?xi‘; mg

[ Batch No / Cepust Ne : \’2400750

Analytxcal Report No / Adaanruyeckuii oTuer N :
040002528649
Date of Manufacture / Zita npunisoacTsa : 04/2024

|Date of 1 -
Vil 1h sis performed xLL()}(E!uU ND / Ananus siposegen no 1i:4: 11 NO11252/01-160123 B

Hoyrkaun®, TabaeTu, NOKPLIThIe I11eH0UHOH 000404K0#H, 400 mr + 325 Mr
|Batch Quanhtv / O6BeM 1 NapTHy : 764 L1 Kg
Date of Analysis / JlaTta anaanza: 25.05.2024

piry / Cpok COAHOCTH : 03/2029

| 10 |Unif0rmily of dosage
{units /
'ONHOPOAHOCTE
| RO3MpOBAHHS 1.4
;- Ibuprofen /uGynpoden

i
i- Paracetamol/ 1.6
i napaleTamon 5

{

I

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

TTokazatens npuemnemoct (AV) gomxen
OmITh He Donee 15,0

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

IToxazarens npuemnemoctd (AV) nomkex
BriTh HE Donee 15,0

11 Microbiological purty /
MukpoGrosoriueckas
‘yncTOTA*
'a) Total aerobic NA
I microbial count /
O61wee 41cno
| aspoBHBIX
| MMKPOOPTraHH3MOB
NA
'b) Total combined
i yeasts and mould count
/ Oburee uHeno
| APOACKEEBIX H
| maecHesbIX rpHbOB

¢) E. coli NA

| Remarks : The Product conforms to ND/
I IIpumeuanue: [IpoaykT cootpeTcTBYLT TpeGOBAHHAM H)Z[

Not more than 1000 CFU/g /
iHe Gonee 1000 KOE/r

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

I
l.
]S hall be absent in lg / OtcyrcTeHe B
I1r

T—— i

Opmlon APPROVED :
3akaio4enue: OB;OBPEHO i

i Prepared by / {12 | Checked by /
ToaroToeneHo Ranject - [posepeno: Pardeep Kumar

Approved by: !‘\lewcr/l:xccul;\\, E

Oandpeno: Menevwep / o E'“ :
T i

Pyrogo nire s Manog Kumar '

Reprint Date:
Harta: 25.05.2024

;T{:print Date:
 Mara: 25.05.2024

1 Reprint Date:

i .

Jlata: 25.05.2024




el

CERTIFICATE OF ANALYSIS

CEPTHW®HRAL

Product : Ibuclin, film-coated tablets, 400 mg + ?25}11;,

040002528649

Date of ManufaLture/ Ln i u;mmsoucr

12 ‘"‘Assay/

13

'Konnu4ecTBeHHOE

onpeaeTeHne

" Package / YnakoBka

Storage mndmons /I
X paneHue

 : 04/2024

ALLLIE3A

lDate of I-

Paged4 of 5/ Crp. 4 u3 5

1’16} KIHH®, Tab1e TR, NOKPBITHIC MIeHOTHOI obonoukoi, 400 mr + 325 mr
|Ba1ch No / Cepusi Neo : ¥2400750
Analytlcal Report No / AHaJIHTHYECKHA OTHeT No:

|
‘Batch Qumiat\ / O6bem naptin : 764.1Kg |
Date of Analysis / dara ananu3a: 25.05.2024 ;

xpiry -/ Cy YK I‘O,[IHOCTH 03!2029

3977 mg/397.7 mr

331.09 mg/331.09 mr

10 tablets in PVC/AID blister. 1
blister and a patient information
leaflet in a carton. / Tlo 10
tabnetok B [IBX/Al 6ancrep. Tlo |
faucTepy B NauyKy KapToOlHylO
BMecTe ¢ MHCTpyKuUmei 1o
nmmeﬂeﬁ, K.

iFrom 360.0 to 440.0 mg of C;3H ;50|
(Tbuprofen) per tablet /

Ot 360,0 mr go 4400
{(ubynpoden) r Tabnetke
From 292.5 to 357.5 mg of CilIhNO»
|(Paracetamol) per tablet /
Or 292,5 mr jgo 3575
.(Hﬂp"iuLTaMO_'[)_B_TaﬁﬂPTKe : ‘
110 tablets in PVC/AI blister. 1, 2 or 20
Iblisters and a patient information leaflet
in a carton. / [lo 10 ta6nerox B JIBX/AL
dmicrep. o 1, 2 nnn 20 Gnwcrepos B
navky KapTOHLYIO BMECTE ¢
J{HCprKuneﬁ Mo NPHMEHEHHIO. ‘

Mmr CﬂHmOg

mr o CyHoNO:

|At tempeiature not more than 25 “C :

!Hp_@__?‘eki[l:pa'r}’pc He Buiue 28 °C.

Shelf life / Cpoxk

| TOAHOCTH

* performed by the manufacturer at release periodically: every

I 5 years /5 ner

20-th b

batch or at least once a year. The

parameter may be absent from the Company's certificate of amlws / TlpoBOANTCA TIPOH3BOLHTwIEM TIPH
BBINYCKE MepHositYecku: s Kaxaol 20-0if cepun 111 He Medce 1 pasa B ron. [Mokazarenb MoxeT ObiTh
e BKMIOUEH B cepTH(iikaT aHann3a Gpupm

Remarks

Prepared by / (

| [TonrotosaeHo Ranjeet

_Reprint Date:

| Aara 25.05.2024

: The Product cor;f—onns to ND’= ) o
- 3arai04eHHe: OJOBPEHO

TpedoBanuam |1

Opinion : APPROVED

Checked by /

Approv ed by: Manager/Ex ecutive

: Reprint Date:
I Ilf?‘:: 25.05.2024

Mpogepeno: Pardecp Kumar | /Onobpero: Meneoxep / v
Pyrosoirean I\,Llpgi Yumar =
Reprint Date:
| Hari 25.05.2024




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A Page 5 of 5/ Crp. S us s

Product - fbﬁi?rﬁ coated m_blets 400 mg + 325 mg
I/Iﬁyrcﬂmi(ls', Tab/IeTKH, MOKPLITHIE NIeH04H0l 060a04K0i, 400 MT + 325 M1

Batch No / Cepusa Ne : \’24007*?0 \Batch Quant1t3 / OtmeM 1 HdeHH 764 1 }(g
AnaI) tical Report No / Anaanriueckuii oTyer Ne : Date of Analysis / lata anann3a: 25.05.2024
1040002528649 _d

|Date of Manufacture / Jlata npousso,icTea : U4f2024 |Date of Expiry / Cpok rogHocTH : 03/2029

'An.;.lysm performed according ND / Ananus nposegen no HJI: TIN011252/01-160123

5 1A |
ﬁ;i;i;eggai) }i dC (MHH): Ibuprofen I/IﬁynponbeH i Paracetamol / ﬂapauwa\mn
API manufacturer batch number /
Houep cepHu npoussoguTeas ADC:

g FP Manufacturer API Batch number /
' Homep cepun cybeTanmnnn FERAQ0018, FERA00019 FERAQO160
npousBogureas [JId:

T
} ./-\—4935, A~4956 ; 1215/23-24
|

" IOL Chemicals and Pharmaceuticals  Sti Kﬁslﬁlai’h—axﬁéeﬁicals

APl Manufactured by & country/ Limited, India / MOJI Kemukainc an1  Ltd., India / Wpn Kpuiina !
[MpouszsoauTtens AQC, erpaua: Dapmacerotikanc JIta., Heans - MDapmacerorikanc JIta., Maaus |
’ Remarks The Product conforms to ND/ Opinion : APPROVED
! Mpumeuane: TlpoavkT cooTreTcTBYeT TpeboBaniay HJ[ | 3axmouenne: ONOBPEHO )
'I Prepared by / R/ i Checked by / - Approved by: Manager/Executive |
I [ToaroTornen -Ranjeet [poBepeno: Purdeep Kumar Onodpeno: NMeneaucep / e f,:[,,.- {
|I o - e o | Pyrosomuiean Manoj Kumar
chnnt Date: T{q: int Ddu, VReprim Date:
| Hara: 25.05.2024 Jlara: 25.05.2024 | Hara: 25.05.2024




