CERTIFICATE OF ANALYSIS
CEPTUHDOUKAT AHAH3A Page 1 of 5/Crp. 1 u3 s

gProduct Ibmhn film-coated tthets 400 mg + 1g + 325 mg,
?1/16) )IHH®, TabieTK, MOKPLITHIC MACHOYHOI obonouroit, 400 mr 4 325 mr

‘Batch No / Cepust Ne : V2400749 [Batch Quantity / ity / Ofbem HapTHn : 776 0K Kg l
Anai;txcal Report No / AHaTHTHUCCKRIT 0TYeT No ¢ ;Date of Analysis / JlaTa anaausa: 25.05.2024 |
040002528151 - . o -
Date ofomutaLture / I{a Ta npomsoz}crﬂa 04/2024 Date of Expiry / Cpox roanocts : 03/2029

‘Analysis performed according ND / Aranns npopejes 1o HIO: TTN011252/01-160123

'Ne ’l‘eqt ! Iona3aTenb | Results/ Pc?.vanaTbr

......... Spemﬁc'moan pM a I
1 Desmpuon Onscanse

Orange {ilm-coated, capsule -shaped, Orange filim-coated, capsule- Shaped one-
one-side scored tablets; white core at side scored tablets; white or off-white!
the cross-section. ./ Tabnerkit core at the cross-scction. / Taﬁnemn!
xancynosnaHoll dopmsl, HOKPBITBIC KancynoBHAHO®  (OPMLI,  TMOKPBITHIC,
[TIIcHOHOIT 06004 KOf OpaHKesoro| NNeHouHONH  0B0NOUKOH  OPAaHKEBOro,
GU,BL,T'-l C PHUCKOIi Ha ONHOH CTOPOHE; iuacm ¢ pHCKOli HA OAHOIT CTOpoHE; HAl

'Ha TonepeuHOM paspese — AIPOIIONEPeYHOM paspele — sapo Benoro wim
He10T0 UBETA. inouTH Besioro ugeTa.
2 lIdennﬁcauon / Complies as prescribed/ The retention times of the main peaks on,
[TosniHHOCTE ‘CootseTcTByET the chromatogram of the test solution
|
‘»

1
I should correspond to the retention times

of the peaks on the chromatogram Of[
‘ .ibuprofen and paracetamol reference
‘ istandards solution (section Assay) /
B iBpeveHa yAepaHBaHHA OCHOBHBIX TII 1}\03‘
Ha Xpomarorpamue HCTIBITYEMOTO
'pacTROpa  AOMEHE  COOTBETCTBORATH!
‘ ‘ppevenaM  YAepHHEAHUA  NHKOB  Ha
‘ XpoMaTorpamMMe pactuope CTIHZAPTHbIM
} odpazios HOynpohcHa i RApansTaMoa

(pa3nen «Konnuectrenuoe

| ) - ~_onpeicacHuer) o .

3 Averapc tablets weight 968.9 mg / 968.9 Mr " From 940.9 mg  to 9991  mg
\Cpeaiisn Macca ; (970.0 mg + 3.0 %) /

ITaBnetox Or 940,9 Mr Jo 9991 MT

i ‘(970,0 Mr = 3,0 %)
| ‘

Rcmarks The Product conforms to ND/ ‘ Opinion : APPROVED

. Hp:}ﬁggqa:me: TponykT cooTeeTcTeyeT Tpebosatnam HIl | 3akmouenne: OJOGPEHO |
Prepared by / : . Checked by /- p[uu\ul by: Manager/l: xecufive i
[Moarcororaacno Ranject Iposepeno: Pardeep Kumar | ‘Oxoopeno: Mencmep ! g

& fogl AR S
- 7 Pyviopoitreis AManoj Kumar =% 4

Reprmr t Date: | Reprint Date: ' Reprint Date:
Mata: 25.05.2024 | Jlava: 25.05.2024 . /lurar 25.05.2024 ;'|




Product : Ibuclin. film- coated_tablets 400 mg + %i‘»éﬁg

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIH3A

Page2 of 5/ Crp. 2 u3 5

Hoykaun®, Tabnerkn, NOKPbIThIE MIEH0YHOI] odo: 109Koi, 400 mr + 325 mr
Batch \0; Cepuﬂ Ne : V2400749

040002528151

iDalc 01 \Ianufanture/)_iau nponmencma 04/2024

4 :Disimegral'ion /

PacnanaeMocTs

5 Dissolution /
PactBoperie

6 -fReEatednﬁbsftancesf R
Popcrsennnie npimvecn
Method 1 / Meton 1

iMethod 2/ Meron 2

i
1

| _
9 Water/ Bona

| Reprint Date:

Prepared by / \
[NoaroTosieHo Rmi_ieet

Hara: 25.05.202

Analvt:cal Report No / AHaauTHuecKHii oTuer Ne -

{Bateh Quantity / OGnem napTui : 776 0 Kg

08 min 08

100

99

\
|

i

i Remarks : The P Pmduct canfonm to ND/
i Hpumeuanne: [Ipoaykr cooteercryer Tpeborannav HJI

Checked by /

! Iposepero:

fT)ate of Analysis / JlaTa ananusa: 25.05.2024

sce /708 Mun 08 cex

“% To 104 %

o to 104 %o

0.0004%

0.04¢%

0.07%

;Not more than 30 min /
iHc Gosice 30 MuH

I
|
|
&

Datc of E\pxr\ /Cpﬂk mquocTu 03/2(}29 |

Not less than 70% (Q) of CiaH 02|

‘(Ibuprofen) after 30 min /

He menee 70 % (Q) CuHuO:

(ndynpoder) yepez 30 mun

Not less than 70%  (Q) of CsHyNO-

{Paracetamol) after 30 min/

He wmenee 70 % (Q) C.HoNO-,

(napauetamon) qepes 30 MuH
4-aminophenol  (paracetamol impurity)
- not more than 0.005 % /

4-avunodeson (puMech napateramona)

i- He Gonee 0,005 %
|

'Any individual impurity (ibuprofen or
‘paracetamol) - not more than 0.3 % /
TlioBas enMHIHas npuMech
(nbynpodeHa HAM TIapaucTanMoin) - ne
Hozee 0,2

Taotal impurities (Method 1+ Method 2)

- not more than 0.7 % / |
|Cymma npinmecedt (Metoz 1 + Meroa 2)

- He Gonee 0,7 Y

INot more than 5.0 % / i
|He 6osize 5,0 % l

Pardeep Kumar

| Reprint Date:
i Nlata: 25.05.2024

Opinion : APPROVED ]
3arawuenune; OJJOBPEHO
Appraved hy: Manager/Execntive
/O a06peno: MeHekep /

frl

PvkoBo,rens Manoj Kumar
Reprint Date; ' i

i i
| Hara: 25.05.2024 ) |



CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJM3A Page3 of 5/Crp.3 w35

Produ?ibucliu film- Coqte(-ita_hl_éts—clﬂo mg + 325 mg
VOykaun®, 1abueTkn, nORpeIThIe NiaeHo4ioli oGonoukoii, 400 mr -+ 325 mr

Batch No / Cepnﬂ Ne : V2400749 Batch Quantity / OGbem napriu : 776 OKg f

Analytlcal Report No / AHaTuTHUCCRII 0TyeT No ¢ Date of Analysis / Jlata auamaa: 25. 05.2024
040002528151 o i i
Date of '\JIanufacture /}lara II;’)OIHBOI{CTBJ 042024 Date of E\pzry / Cpor\ FOAHOCTH : 03/2029 |

10 Uniformity of dosage |

units / i
" OIOPOAKOCTE ! !Acccptance value (AV) should be not
| | IO3MPOBAHAAR 1.0 |morc than 15.0 /
.- Ibuproien /ndynpoden ITTokazaTent npueMacMocTl (AV) ao; el
i |05m; He foaee 15,0 |
3 |
i - Paracetamol/ 5 1.0 Acceptance value (AV) should be not ‘
’ napaerTaMmon more than 15.0 /

[Mokasatens npuemnemMoctit (AV) nomkeH !
GbiTh He Holee 15,0 ?

]

11 Microbiological purity / ¢

|
| |
1 H
MukpoBHonoriyccxas | }

(qncroTa*
'a) Total aerobic NA Not miore than 1000 CFU/g /
microbial count / He donee 1000 KOE/r
' Qbuiee yHeio
aspobHBIX
MHEPOOPraHuz 0B
NA
b) Total combined iNot more than 100 CFU/g /
i yeasts and mould count ‘He 6Gonec 100 KOE/r
[ Obwee yueno
JPOMIRCBBIX H |
NJECHEBLIX IPHOOB f
lc) E. coli NA |Shall be absent in lg / OrtcyrcTaue B
[1r

Opinion : APPROVED ;
Jaxmouenne: OJOLPEHO .
Prepamd by. N C;lt“:cl-\ed by / ’ s Appoved by, Manager/Executive R
Mo ﬁ';i'ﬁH,-i\"HU(RJ!ltiCE:E Hporepeno: Pardeep Kumar O odpeno: M tiep /
: | Pywoso nrteas Manoj Kumar s
print Date; o
L Hara: 25.05.202_4-_

':Rellﬁzil'li(s : The Product coni“orm‘? to Nb/

?cprim Date: Rc,p‘.—’i—m Date:
Hara: 25.05.2024 Hara: 25.05.2024




CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A Page 4 of 5/ Crp. 4 w3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H16ykann®, TabneTky, NOKPLITHIE NAEHOYHOI 00004 K0l, 400 Mr + 325 mr

|Batch ’\u / Cepus Ne : V2400749 \Batch Quantity / Om,eu nap"r i : 776.0 Kg
An alytical Report No / AHanHTHYeckHii oTaeT No : Date of Analysis/ ,Ia Ta anaanula: 25.05.2024
1040002528151 - o
'Date of Manufacture / JlaTa npomnoncma 04/2024 Date of L\mrv / Cpox rognoctu : 0372029

Analysm performed according ND / Ananus HpOBEJIEH 1o HA: TI NO11252/01- 160173 )

12 Assay/ From 360.0 to 440.0 mg of CiHizO:

Konuvyecteennoe (Tbuprofen) per tablet /

OnpeneneHne 401.6 mg/401.6 mr Ot 360,0 mr no 440,0 mr C;HisO-
((ndynpodeh) B TabneTke |
{From 292.5 to 357.5 mg of Can\]O»
(Paracetamol) per tablet /
| 325.36mg/ 32536 mr !OT 292,5 mMr no 3575 Mr CsHoNO;

5! e | [(napaneramon) B TabneTke
' 13 Package/ Ynakoska |10 tablets in PVCJ/Al blister. 1 10 tablets in PVC/Al blister. 1, 2 or 20
‘{blister and a paticnt information blisters and a patient information leaflet
leaflet in a carton, / [lo 10 in a carton. / Ilo 10 Tabnetok B [IBX/Al
tabneiok B [IBX/Al Gnuctep. [lo 1 Gaverep. o 1, 2 nan 20 bnuctepos B
_|BmcTepy B MAUKY KApPTOHHYK — [auky KApPTOHHYIO BMECTE ¢
BMCCTE € HICTPYKUMEH  No  HHCTPYKIME! 110 NpHMCHENHIO.

=  IPUMCHCHHIO. |
14 ‘ Labeling / Mapmzpomca According to ND. / B COOTBCTCTBHH cH H

15 ' Storage conditions / Al temperature not more than 25 - C.!
?_(_}gdmnnt __ [psu temneparype te sbiue 25 °C. ) B
16 Shelflife / Cpok 5 years /5 net
BCR 115711, 18,100 S S - —
* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The

paraineter may be absent from the Company's certificate of analysis. / lpesosintes ﬂpDZBB("IHT\.‘.”"l npu
BLIUIYCKE NepHoanveckis ana kaxaoil 20-o0if cepiin nan ne MeHee 1 pasa B rof. [Noxazatens ymozeT ObiTh
He BKIKYEH b cepTndKaT aHaTH3a hiphsl

P Remarks The Product conforms to \D; [ Opinion : APPROVED !
' Mpumeuanne: Ipoaykr coorsercrsye: TpeGosatuam HJ | 3axaouenune: OJOBPEHO
Piepaued Ly T Chiecked by.: Approved by Managa/Exceutive
' TToaroTosachio Ranjeet [Mposepero: Puardeep Kumar | ‘Ozxodpeno: Menemep / by, .);‘,‘, [
- . Py kopo;urieas Manoj Kumar _ 2
Reprint Date: Reprint Date: Reprint Date:
| Jlara: 25.05.2024 | Hara: 25.05 2024 Jlata: 25.05.2024 =




CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJINU3A

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

Hoykauu®, Tabnerk, MOKPBITLIE MIeHo4H0k 060.10' K0, 400 Mr + 325 mr

vBatch No / Cepus Ne : V2400749

Analyncal Report No / Ananutuyeckuii oTaer Ne :
'040002‘.28151 l

Page S of 5/Crp. 5

H3 5

Batch Quantlty 1 OBbem napnm 776 0 Kg
Date of Analysis / {aTa ananusa: 25.05.2024

Date of NIanufacture/,[[aTa npouzsoacnaa 04/2024 IDate of Expiry / Cpo;\ rogHocTH : 03/2029

API name (INN)/
Hanmenosanpne ADC (MHH): S
API manufacturer batch number / PIRM230464

Homep cepun npoussoguresas ADC: |
FP Manufacturer API Batch number /
Homep cepun cyberannuu FERAQ0050

npoussoauTens LJIP:

' API Manufactured by & country /
IIpouseoautens ADC, crpana:

h Remarks : The ProducT;cnfonns to NI/
ITpumeuanne: [Ipoaykr cooTBeTcTBYET Tpebosanuam 11]]

Ibuprofen / U6ynpoden

Solara-Active Pharma Sciences
Limited, India / Conapa DxTHB
Mapma CaiteHcns Jlumurten, Muaus

1208/23-24

J FERA00158

‘ Paracetamol / Hapauera’won

|
|

| Sri Krishna Pharmaceuticals
i Ltd., India / Wpn Kpumna _
fDapmacm{)TuKafm Jtn., Muaus i

Opinion : APPROVED

3axkmouenune: OJOBPEHO

Approved by Manager Execulive

‘Daoopeno: Meneuep
Pywopogurens Manoi lkumar

Prepared by / ( «. " Checked by /
l_[o'lroxomem Ranjeet [IposepeHo: Pardeep Kumar
‘ Reprint | date: INRq:;-‘im Date: '

Jlara: 25.05.2024 | Jara: 25.05.2024

Reprint Date:
Hara: 25.05.2024




