CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A Page 10f5/Crp.1ma 5

Product : Ibuclin, film- coated tablets, 400 mg + 325 mg
Ifoyxn;m@ TA0NeTKH, NOKPRITHIC MICHOUHOH 060104K0i, 400 M1 + 325 Mr

Batch No/ Cepnst Neo : "2400756 Batch Quantm me,eM nap‘nm 764 i Kg
Anaiy tical Report No / AnaadTHHeckui o75eT N : Date of Analysis / Jata anaansa: 28.85.2024
|040002535907 - L
Date of Manufacture / /lata mpou3BoACTRA : 05/2024 Date of Exp:rv / Cpoxe 1o FO,HHDCTH 04/_2929

Analvsm performed according ND / Ananns npoBeneH no H,I[ T N011252/01-160123

Ai‘v ;Tcst/ [lokazaTenn, [Results! Pesmb'ra'rbl - o Specification / Hopma |
i "1 Description/ Onucanne \Orange film-coated, capsulc shaped, Orangc film-coated, capsule-shaped, oner)
[

! ! jone- -side scored tablets; white core at side scored tablets; white or off-white
1 the cross-section, ./ TaGnerki core at the cross-section. / Tabnerku
KancynoBuaHoi Gopmsl, nOKpblThleiK'iﬂC\/"lOBHJJ.HGﬂ hopMBl,  TOKPBITHIE
nneHouHoH obonoukoi OpaHKeBoro, TJIEHOYHOH  000J04KOW  OpaHKeBoro
LBETA, C PHCKOH Ha ofHOH cTopoHe; uBeTa ¢ pHckolt Ha ofxHOM CcTOpoHe; Ha

HA TIOTICPEYHOM paspese — fOpO MONEpevHoM paspese — sapo Oenoro waw
» Genoro BEeTA. noyTy Heoro LUBeTAa.
| W 3 I S
i 2 Identification / |Complies as prescribed/ The retention times of the main peaks on;
[ToAMHHHOCTE CoOTBeTCTBYET the chromatogram of the test soiution';

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

'Bpemena yAepKHBaHNA OCHOBHBIX MHKOB
Ha XpOMaTorpaMme HCIBITYEMOTO
pacTBopa  JIO/DKHBI  COOTBETCTBORATDH
! EPEMEHAM  YAEDMHBAHMA TIMKOB  Ha
XPOMATOrpaMMe pPACTBOPA CTAHAAPTHLIX
| o0pazuos ubynpodeHa v napaueTamons

(pasaen «KomuecTocHHOE
] | ~_ |onpeaeneHue») - s
3 [Average tablets weight 967.4 mg/ 967.4 mr [From 9409 mg to 9991 mg
CpenHss macca . 1(970.0 mg =3.0%)/
TabneToK: 0T 9409  wMr  go 9991  wmr

(970,0 wr 3,0 %) |

E ‘ |

Remarks Thc Product confomlb to ND/. Opmmn APPROVED
ITpumeyanne: TIpoavkT cooTseTcTaYeT Tpebopanuam HI | 3axmouenie: OTOBPEHO e
Prepared by / Checked by / Approved by Manager/Executive
[ToaroTosnexo Santosh Ilposepeno: Pardecp Kumar | /Oaobpeno: Menemxep /

! Kumar Maurya Pyxorogutens Munish Sharma ™

;TReprintDate: - Reprint Date: Reprint Date:

: Jlara: 28.05.2024 | Jara: 28.05.2024 | Hara: 28.05.2024




CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Page2 of 5/Crp.2 n35

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

Hﬁy KAHH®, TabIeTKH, NOKPLITHIE M11eH04HOIT 060.104K0i, 400 Mr + 325 Mr

Batch No/ Cepus Ne : V2400756

Anan ticai Report No / Anaun ruuecxuii oges Ne .
040002535907
Date of I\’Ianufacture / Mara npoume;((:‘rﬁa 05/2074

4 D1smtegrat10n /
PacnanaemMocTs

5 Dissolution / 98 % To 103 %
PacTBopeHne

: 100 % 10 103 %

6 Related substances /

PoncTeeHHbIe IPHMECH 0.0003%
Method 1 / Meton 1
'Method 2 / Metoz 2 0.04%
L
|
|
! 0.04%
| ;
|
L |
i 9 Water/Bona 1.4%

Date of E\pm / Cpoa rommm"n 04/2029 ]
An’lleIS performed accordmg ND / Auannz nposenen no H no HI: [1NO011252/01-160123

07 min 28 sec / 07 MHH 28 cex

Not less than 70% {Q) of L;;ngOa
{Ibuprofen) after 30 min /

He wmenee 70 % (Q) CiHi02
{(116ynpodetr) yepes 30 MuH

|[Not less than 70% (Q) of CsHoNO:
|(Paracetamol) after 30 min /

‘He wmenmee 70 % (Q) CiHoNO»
_ (napaueramon) uepes 30 muy
4-aminophenol (paracetamol impurity)

Batch Quanhtv / OGbem NAPTHH : 764 7 Kg
‘Date of Analysis / ﬂ;m‘a ananmsa: 28.85.2024

ot moe thar 30 mind
‘He Sonee 30 MuH

- not more than 0.005 % /
4-amyuHoQeHon (IPUMECE NApPALIETEMONA)
i~ He bonee 0,005 %

Any individual impurity (ibuprofen or
-paracetamol) - not more than 0.3 % //
JTrobasn eNHHUYHAN npHMECh
((mbympodieHa MM napaileramoia) - He
;60nee 0,3%

Total impurities (Method 1+ Method 2)
i not more than 0.7 % /

‘Cymma npumeceii (Metoz 1 + Meroa 2)
- e Gonee 0,7 %

Not more than 5.0 % /

He Gonee 5.0 %

‘ Remarks : The Product conforms to ND/
; Mpumeyanue: Tponykr cooteerctayeT Tpebosanuam HJT

;_. Prepared by / Checked by /
L Moarotoswro Santosh ﬂposepeHo Pardeep Kumar
‘ RKumar NMaurya - :

b —

Opinion : APPROVED
3akmiouenue: OJOBPEHO
Approved by: Manager/Executive

/Oncbpeno: Menemikep /
Pyxoroaurens Munish Sharma -

!u{ﬂprim Date:
lara: 28.05.2024

Reprint Date: ]
JHara: 28.05.2024 ie:

Reprint Date:
Hata: 28.05.2024




{Date of ‘\’Ianufata;re / dara npoﬂsBG,szTBa 05/2024
!z}_mlfyslrsiﬁfqimcd according ND / Arranus nposenen no HJL: ITNO11252/01-160123

i
i

Product : Ibuclin, film-coated tablets, 400 mg +325 mg
Iflﬁyx:mn@ Taﬁﬂe"mu NOKPLITHIE IJICHOYHOH oﬁonoqmou 400 mr + 325 mr

|

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Page3 of 5/ Crp.3 u35

Batch Quantity / O6bey napTum : 764 7 Kg

‘An ,dytu‘u churt ‘\u { Anusu i nuecknit o ruer Ne :
1040002535907

10 ;Unifc'n'rmity of d&sagc

11

‘units /

{OAHOPOAHOCTE
JlO3HPORAHUA

- Tbuprofen /moynpoden

- Paracetamol/
napaueramosn

Date of Allal)Sla /daTta aHagn3a; LS GS 2024

13

[.3

Date of Expiry / Cp_alc TOAHOCTH : 04—/2%9

SE— el

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

Hoxasarens npuemneMoctd (AV) nomxen,
/GBIt He Bonee 15,0
!

imore than 15.0 /
Tlokazarens npuemaemoctd (AV) nomieH
BbITh HEe Oonee 15,0

Microbiologrf cal purity /

Mitkpo61onoruyeckas
yucrora*

a) Total aerobic
microbial count /
Obuiee yucio
a3po0HbIX
MHKpPOOPTraHH3MOB

b) Total combined
yeasts and mould count
/ Ob1uee uucno
JPOXOKEBLIX H
nneclesuix rpulon

c) E. coh

NA

NA

NA

Not mare than 1000 CFU/g /
He 6onee 1000 KOE/T

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

;Shall be absent in 1g / OrcyrcTBHe B
lr

Remarks :

The Product conforms to ND/
I Ipumeuanne: [lpoaykT cootsercrveT TpeforaHusm HIT

Opinion : APPROVED
3axnatwuenne: OJOBPEHO

Prepared by
| TloaroTorneHo Santosh

. Kumar Maurya

| Checked by /

[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Mereiep -
Pyxosoaurtens Munish Sharma

. Reprint Date:
| Harta: 28.05.2024

! Reprint Date:
Jiara; 28.05.2024

Reprint Date:
Hata: 28.05.2024




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A Paged4 of S/ Crp. 4 3 5

’ - i A 7

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

IIﬁYl\.ﬂHH@ raﬁﬂeTKH NOXPLITLIE FIEHOUHOTT 06oa0uKoi, 400 Mr + 325 mr :

iBa‘fgh No / Cepust Ne : V2400756 :Batch Quanhtv / Obpem mapruu : 764.7 Kg
| Analytical Repoit No / Anamntuseckuit otset Nt 'Datc of Analysis / Jara anaanza: 28.05.2024
040002535907 i e
Date of Manufacture / HaTa npoussojcrsa : 05/2024 Date of Expiry 7 Cpox roanocrs : 04/2029 |

\Ana]ysm pcrformed according ND / Ananus nposeacn no HI{ I1 N{)l 1252/0! 160123 _ i

12 Assay/ lFrom 360.0 to 440.0 mg of c.3H,soz|
KonnuectserHoe | ‘(l’buprofen) per tablet/

~OMpefiesieHHe ‘ 398.0 mg/ 398.0 mr Ot 360,0 Mr mo 440,0 Mr C13H1303=

: (ubynpoder)} B TabneTke
‘ From 292.5 o 357.5 mg of CgHgNOz

: | {Paracetamol) per tablet /
- | 3 32592 mg /325.92 Mr Ot 292,5 mr pmo 357,5 mr C:HoNO;!
| ‘ | (napaueramon) B Tabnerke
Package / YnakoBka 10 tablets in PVC/AI blister. 1 10 tablets in PVC/AQ blister. 1, 2 or 20|

15
1 blister and a patient information blisters and a patlcnt mformatlon Leaﬂct
| 11 _ Jeaflet in a carton. / Tlo 10 in a carton. / T{o 10 tabietox 8 [IBX/A

| | Taﬁne’rox B [IBX/Al 6aucTep. [1o 1 Iﬁnmm:p [lo 1, 2 unn 20 6amcrepoB b

| | OnucTepy B MAu¥Ky KApPTOHHYHO |[adky KapTOHHYIO BMECTE c

| sMecTe ¢ MHCrpyKUMeH  no  MACTpYKUHEH no npuMeHeHHM:O.

E__ - |IDHMEHEHHIO. | ]
14 Labehing/ Mapxuposka| According to ND. / B coorserctenu ¢ HJL _ 5
15 Storage conditions / At temperature not more than 25 °C. /

Xpanenue [Ipn Temnepatype He Bbuue 25 °C.
16  Sheli life / Cpok 5 years / 5 neT
_ TOAHOCTH . S o

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
perameter may be absent from the Company's certificate of analysis. / llpoBoanTes npoH3BOAUTENSM MPH
BLILYCKE TepHOoauYecku: #4181 kaxnoH 20-oif cepun uny e menee | pasa B ron. [loxasarens Moxer ObITh
He BKNIOHEH B cepTHOUKAT alanysa GpipMbl

: Remarks : The Product conforms to ND/ Opinion : APPROVED !:
. Hpumetuanue: [Iponyxt cooTserctayeT Tpebosanuam HJ| | 3axmouenne: ONOBPEHO
 Prepared by / ! Checked by / Approved by: Manager/Executive
[loarotosaeHo Santosh  [lposepeno: Pardeep Kumar | /Ono6peto: Menemxep /
Kumar Maurva ! PyrxoBomutens Munish Sharma

i
i

! _l-?.eprint‘D_at; Reprint Date: | Reprint Date:
JMara: 28.05.2024 | Hata: 28.05.2024 | Jlara: 28.05.2024




CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIM3A

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

Moyknun®, TabaeTiku, NOKPbITHIE MIeH0'HO# 06onoukoi, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400756

1040002535907

Date of \’Eqnufacture ]IaTa npmi:mo,mrr}za 05/2024
'Anahms performed according ND / Ananus nposezeH mo Hl[ [1N0O11252/01- 16012%

Alidlj tical Report No/ AnaguTHEeckalt oTaer Ne :

PageSof5/Crp. S uz s

Batch Qu mtm / Obbem napruu : 764.7 K¢
Datc of Analys;s fl[a*a anau3a: 28.05.2024

1

Datc of Expiry / (‘porc roOanOCTH :

04/2029

| API name (INT\I) ;o i y . ) ' / ’
Hanmenosanme ADC (MHH): | Ibuprofen / I/Iﬁynpclcbe}z ] Paracetanfl Tlapaneramon
|
API manufacturer batch number /- l PIBM230465 1211/23-24, 1215/23-24
| | Homep cepun npoussoputean A®GC: | I o
i FP Manufacturer API Batch number / |
FERAO00051 FERAQO159, FERA00160

IIOMep cepun cyberannmn
npoussonuTens IJIdD:

APl Manufactured by & country/
Tipoussonurens ADC, crpaua: |

L o St

'Solara Active Pharma Sciences
Limited, India / Conapa DkTus
Mapma Caiiencus Jiumuren, Minous

! Remarks : T“he_Pi‘“cndgc‘; céﬁf:dmls to ND/

Ipumeyanue: [Tpoaykr cooTBeTcTBYET Tpebosanuam HJI

| Ltd., India / Upu Kpuwsa

" ! Sri Krishna Pharmaceuticals

®apmacsiotukanc JiTa., ViHauA

Opinion : APPROVED
3axarenune: OJJOBPEHO

|

Prepared by / Checked by /-
. Iloarotosaexo Santosh

l Kumar Maurya
I

[TposepeHo: Pardeep Kumar

Approved by: Mgﬁager/}ixecutive
/O 06peno: Meneixep /
PykosoauTtens Munish Shammna

I
l;chrinl Date: ! Reprint Date:

| Jlata: 28.05.2024

Jana: 28052024

Reprint Date:
) | Hara: 28.05.2024




