Product '-Ibuclin film-coated tablets, 400 :ﬁg + 325 mg
I»Iﬁyxmm@ TabneTKH, NOKPbITHIE MeHo4HOA 060a04K0if, 400 Mr + 325 mr
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIH3A Page 1 of 5/Crp. 1435

‘Batch No / Cepust J\ﬂ 1 V2400753 Batch Qu ity / O6bem naann 710.3Kg
Analytical Report No / AHanuTHUeCKHUi oTIeT No : Date of Analysis / laTa ananu3za: 27.05.2024
040002532517

Date of Manufacture / Jlata l'lpOl{3B0,E{CTBA 05/2024 Date of Expiry / Cpox mnnom"n 04/2029

Analvsls performnd according ND / Auains anBeJ:(EH no H/I: [TNO11252/01-160123 |

Ne_ Tes‘t/l’[mcasare'lb
1 Descnplzon/ Oncanue

2 "; Identification /
TlonnuHHOCTB

Cpenusas macca

3 JAvnémgcmtablets weighi o

Results/ Penns’ra*rb_; bpec;ﬁcatmn / H_(_)_BMa i
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. ./  Tabnerxu core at the cross-section. / Tabnerkn
KancyaoBHAHOH OpMBl, MOKPBITHIE KANCYTOBUAHOW  (OPMBI,  TOKPBITBIE
nAeHOUHOH 0607104K0}i OpaHAeBOro MIeHouHoH  0607M04KOil OpaHKeBoro|

1BETa, ¢ PHCKOH Ha ONHOMH CTOPOHE; 1{BETa, ¢ PHCKOH Ha OZHOW CTOpOHE; Ha.

Ha TONEepeyHOM pajpese — s/polnonepedHoM paspese - aapo Genoro nim
Oesoro uBeTa. noviu Denoro 1seTa.

Complies as prescribed/ The retention times of the main peaks_dﬁ
CooTtrercTByeT the chromatogram of the test solution

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

Bpemena ynep)xiBaHis OCHOBHBIX MTHKOB
Ha XpoMaTorpamMme HCIIBITYEMOTO
pacTBopa  AODKEBL  COOTBETCTBOBATH
'EPEMEHaM  Y/EPKHBAHMA  [HKOB  Ha
 XpOMaTOrpaMme pacTBOpa CTAaHZAPTHBIX,
‘06pasuos nbynpodena u napauerawonag

(pazzen «KonnuecTreHHoe !
. ) OHDC“,'[E!‘EEHH‘”?) ‘ !
9723 mp /9723 mr From 9409 mg to 999.1 mg

(970.0 mg £ 3.0%)/

! TabneTok Or 9409 wMr go 9991 wr
| (970,0 Mr = 3,0 %)
Remaxm conforms to ND/ - O;;r;i?onv TPPROVED -

Hpumetrague. Mpoayxr coorBercTByeT TpeGosanmuam HIl | 3akmoyenne: OJIOBPEHO

| Prepared by /
il oarorosiieHo Santosh
- Kumar Maurya

Checked by/ Approved by: 'Managcr/'Executive
[MTposepeno: Pardeep Kumar | /OnoGpeno: Menemxep /
- PykosoauTean Paran Kumar Sharma ||

(

=jﬁszprﬁ'rrr Date:
* Jlara: 27.05.2024 3

i _ﬁeprim Date: Reprint Date:
| Nata: 27.05.2024 | Hara: 27.05.2024

saniary Hille, Hyderabod - 30G024. Teianzona, Ingic

reeddys.com
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CERTIFICATE OF ANALYSIS

CEPTHUDOUKAT AHAJIH3A

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

Page 2 of 5/Crp. 2 13 5

HOykuuH®, Ta0JIeTKH, 1OKPBITHIE 11 AEHOYHOH oboaouroi, 400 mr + 325 Mr

Batch No / CepHﬂ No 1 V2400753
;Analytlcal Report No / AnanaTHIccKuif oTyer Ne :
1040002532517

jBatch Quantity / O6bem napran : 7103Kg
jDate of Analysis / laTa anaausa: 27.05.2024

'Da.te of ’VIanufacture / Hara I‘Ip()H3BO,ICTBd 05/2024

4 Disintegration / Y min 36sec/ 08 MHH 36 cex

'PacnajaemMocTs j

5 Dissolution / 100%To 104 %

PacrBopenue

98 % to 103 %

]
|__ 6 Related substances / 2 -
PO,ELCTBE‘,HHBIC TIPHMECH 0.0003%
Mahod 1/ Meron 1
E Method 2 / Meton 2 0.04%
' 0.04%

_ |

9 gWater / Bona 1.4%

| Remarks : The Product conforms to ND/
| Hpumeuanue: [Tpoaykr cooTeeTcTBYeT Tpebosanuam HJ

" Date of Expirv / Cpok rogHOCTH : 04/2(}29
Analysxs performed according ND / Auasnus nposeaen no HJ: [ N011252/01-160123

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

Not less than 70% (Q) of CiHi0:
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(nBvnpoden) vepes 30 Mmun
Not less than 70% (Q) of CiHsNO;
(Paracetamol) after 30 min /

CisH 50

He Memnee 70 % (Q) CsHoNO;
(napauetamorn) 4epe3 30 mud__ |
4-aminophenol (paracetamol impurity)

- not more than 0.005 % /
4-aMuHOQeHON (MpUMech NapalleTanMola)
- qe bonee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas c/IHNRYHas IPHMECH
(nOynpodeHa wau napaueramoia) - He
6oxaee 0,3 %%

!

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

Cymma npumecei (Mertoa | + Merton 2)
- He Bosee 0,7 %

* Not more than 5.0 % /
He Sonee 5,0 %

Opinion : APPROVED l
3axarwygenue: OJOBEPEHO

Prepared by / Checked by /
: [Toarotosnewo Santosh ITposepero: Pardeep Kumar
, Kumar Maurya [ - I

1 s

Approved. by: Manager,'ExecutixTé
/Opobpeno: Menemixep /
Pyxoponutens Py an Kumar Sharma

T{,prin{ Date:
| Jara: 27.05.2024

! Rupi int Date:
/l"'"a 27.05.2024

| Mava: 27.05.2024

Repn'n_f Date:



CERTIFICATE OF A

CEPTHOUKAT AHAJIM3A

'] voduct : fbuc_inm film-coated tahletéwﬁiﬂ{) mg + 325 mg

Ur. Reddy's Laoratories Lid
Formulziien Unii-6

ViRl thol, Matngarh Road, Baddi,

Tiisrt Solan, H.P, 172 705, :-‘![“.g,-‘

491 231635 56001-0

dadva com

fadis o

NALYSIS
Page3 of 5/Crp.3 u35

]IvaumO, TabNeTKY, NOKPBITHIE TACHOYHOT 060104KO#, 400 Mr + 325 Mr

Batch No/ Cepim Nu : V2400753

Anaivllml Report No / e ———
040002532517

‘Batch Quantity / O6bem napThu : 710 3Kg
Date of Analysis / Jlara anazmsa: 27.05.2024

Date of “\’Ianufaclure / Mara npouzao;scmq 05/2024

10

Uniformity of dosage
units /

OIHOPOAHOCTE
JI031IpOBAKHA

- Ibuprofen /ubynpoden

i~ Paracetamol/
‘mapajeTamon

|

11 jMicrobiological purity /
MukpobHonoruucekas
yicrora*
|2) Total aerobic
! microbial count /
{OBiee viicao
L a3pOBHBIX
 MMKPOOPraHH3MOB

b) Total combined
yeasts and mould count
/ Obee yHeno
LPOACKEBBIX U
MAcCHeBLIX rpibos

<) E. coli NA

Analvms performed accordmg ND / Ananus nposeaen mo HI: 1 NO112 1252/01- 160123

Date of pr;ry / Cpox roanocts : 04/2029

|

|

'Acceptance value {AV) should be not
more than 15.0 /

IToxazaTens NpHeMAEMOCTH (AV) Jlomxen
Owith He Donee 15,0 '

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

[Toxazatens npuemneMocti (AV) nomxer !
I6bITE He Bonee 15,0

i
i

Not more than 1000 CFU/g /
iHe_b’o.sce 1000 KOE/r

|
|
I

iNot more than 100 CFU’g /
'He Bonee 100 KOE/r

|

Shall be absent in lg / OrcytcTBHe B
ilr

| Remarks : The Product conforms to ND/

| Hpumeuanue: TIpo sy K7 cootBereTsver rpedosmnp |17

[ (5;1{011 :—Af;PROVE}J: 7
| 3axmouenne: OJOBPEHO

Checked by /
Iposepeno: Pardeep Kumar

! Prepared by /
' [oarotoBncHo Santosh
Kumar Maurya

f

. Approved 1;7: Manager/Executive
‘Onobpeno: Meneskep /
Pyxopoaurens Pavan Kumar Sharma

ch1 int Date:
)_[Lna 2708, 5‘024 N

Rbprinr Date;
Hara: 27. O‘; 2024

Reprint Date:
Hara: 27.05.2024




CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJH3A

Product : Ibuclin, film-coated .ta[;iets,vcii}() mg + 325 mg
HByxaun®, Tabnerkn, NOKpbITHIE TN1eHOYHOH 06010UKOH,

Paged4 of 5/Crp.4 u3 5

400 Mmr+ 325 mi i

-B'ltch No / Cepus Ne : V2400753

“Analytical Report No / AHATHTHYECKHIT 0THeT Ne ¢
040002532517
Date of Manufacture /,Ha"ra npouzﬂo;[CTBa 65/2024

Date of Expiry/ (“pmc FOQHOCTH :

Batch Quantity / O6bem mann 710.3 Kg
~ Date ofAnalwsxs /X JlaTa anann3za: 27.05.2024

04/2029

! Analysis performed according ND / Auasnus nponeﬂen mo HJI: TT NO1 1252/01-160123 |

iFI‘O!ﬂ 360.0 to 440.0 me of C;_qugOz:
(Tbuprofen) per tablet /

|OT 360,0 mr mo 440,0 mr C;H;50s.
{(ubynpoden) B Tabiierke

From 2925 to 357.5 mg of C
(Paracetamol) per tablet /

Ot 292,5 mr go 3575 mr CiHoNO;
((napaueramon) B TabneTke -

10 tablets in PVC/AL blister. I, 2 or 20
blisters and a patient information leaflet
.in a carton. / [lo 10 Ttabacrox B [IBX/Al
‘Gructep. [lo 1, 2 unr 20 GaucTepoB B
KapTOHRYI EMECTe €

CHsNO:.

MHCTPYKIMEH 10 MPUMEHEHHEO.

12 ’Assayf'
Konnuectrennoe
onpedeneHue 399.9 mg/399.9 mr
i !
! | 327.15 mg/327.15 mr
13 |Package’3/na1<osi<a 10 tablets in PVC/Al blister. 1
blister and a patient information
! leaflet in a carton. / Ilo 10
: ;rabrnetok B [IBX/Al Gaucrep. [lo 1
(bnucTepy B nauKy KapTOHNYIO — MAavky
'BMECTE C  HHCTpyKUMEH  no
UpHMeHeRuI. o
14 Labeling. /] MapkupoBKka According to NID. il B COOTBETCTBHK C HI A
15 Storage conditions / At temperature not more than 25 °C. /
XpaHenne iITpu Temnepatype ne Boitue 25 °C.
| 16  Shelflife / Cpok ‘5 vears / 5 niet
| TOIHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a vear. The
: 3 Y 20 ¥

paramecter may be absent from the Company's certificate of analysis. / IIpoBOAHTCH IPOH3BOAUTEIEM NIPH

BBITYCKE NEPHOAHYECKH: Anf Kaxach 20-of cepHn uam He Mence | paza B rof. [Tokasatelb MOKET ObITh

HE BK/IIOYEH B CEPTHHKAT aHain3a GupMbl

' Remarks : The Product conforms to ND/
' Iprmevanwue: TlponykT cooTBeTcTRYET TpeBoBanusas HJ

Opinion : APPROVED
3araouenne: OJIOBPEHO

, P_lt;j’\;led—by Checked by /
" TloarorosieHo Santosh Be

Kumar Maurya

Approved by: Manager/Executive
/On06peno: Menemxep /
Pyxosoautens Pavan Kumar Sharma

4

R;printﬁate:

Rep} int Date:
- Hara: 27.05.2024 ‘

Hara: 27.05.2024

Reprirf; Date:
Hara: 27.05.2024 ) |




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJH3A PageSof 5/Crp.5u3 5

Product —IblICI-l; film-coated tablets:cﬂjb mg + 325 mg
iHﬁ\fl\ 1uH®, Tabnerky, TOKPBITEIE NUIEHOUHOI 060n04uK0i, 400 Mr + 325 mr

Batch No/ (,Lp;m Nu: VZ400753 ,Batch Quantit\ / OBbem napThu : 71 0.3 KO
Analytlcal Report No / AHanuTHYeCKuH oTgeT Ne 'Date of Analysis / JaTa ananusa: 27, 05.2024
| 040002532517 R |

'Date of ’\‘Ianufacture /,f‘laTa npoH3BoacTra : (05/2024 "Date of Expiry / Cpoxk rognocrs : 0 04."2()29

|Analysxs perfor med d according ND / Ananns nposesien no HJI: IT1NO1 1252/01-160123

* API name (INN)/
Haumenosanue AOC (MHH):
- API manufacturer batch number /

- Homep cepuu nponssogurens AQC:

- FP Manufacturer API Batch number /

PIBM?230465

1215/23-24

Ibuprofen / Hbynpoden Paracetamol / [lapaneramon

Homep cepuu cyderanuun FERAQ00051 FERA00160
- npomsBopmreas IJIP: e B e s o
i Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
- APl Manufactured by & country/ Limited, India / Conapa DxTuB [ td., India / lpu Kpuina
- HpoussoanTens ADC, cTpaHa: ®apma Caliencnus Jumuten, Manns Papmacerotrkanc JIta., Uums
Remarks The Product conforms to ND/ Opinion : APPROVED

\ Ilpumeuanmue: [po, TyKT COOTBETCTBYET tpebosanusm HJ1 | 3akmouenne: ONOGPEHO

¢ Prepared by / | Checked by /
H

, Hoaroronr eno santosh

v umar Maurva |

| So=t

Approved by: Manager/Executive
Ilpoeepeno: Pardeep Kumar | /Ono6peno: Nene vwep /
j PyxoBoaurens Pavan Kumar Sharma

. Reprint Date: i Reprmt Date: Reprint Date:
Ml{j@: 27.05.2024 I.[a'ra 27.05.2024 Hara: 27.05.2024




