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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTA3A Page 10f5/Crp. 1 35

Product : Ibuclm film-coated tablets s, 400 mg + 325 mg
HoykauH®, F3516TK}{ MOKPBITBIE [LIEHOIHOH obomoqroit, 400 mr + 325 mr

Batch No/ CLpHH Ne : V2400755 Batch Quantity / Oobem napriin - 776.0 Kg |
&na]vtlcal Report No / AvanuTryeckuit oTuet No : Date of Analysis / ,HaTa amanmia: 28.052024 |
040002534848 N
Date of Manufacture / Hara np0H3BO;:(CTB‘1 0‘%/2024_ (Date of Expiry / Cpox ronnocry : 04/2029
[Analvsls performed according ND / Ananus nposeaen no HI[ v NO11252/01-160123 o 7 J
Ne  [Test/Ilokazarenn !Remlts/ PezanTaTbl o (. Spe(:lﬁca_g_mn / How_vxa 3
1 Descnptlon/ Onucauue Orange film-coated, capsule- shaped ‘Orange film-coated, capsule- shapcd one-

one-side scored tablets; white core at side scored tablets; white or off-white
ithe  cross-section../  Talneriu'core at the cross-section. / TaBnerku'
KancynoBKAHOH (OPMBI, TOKPBHITEIC KAINCYJIOBHAHON  (OpMELL,  MOKPLITbIE|
MIeHOUHOH 000104KO0H OpaHXeBOro MACHOYHOH  000NO4KOH  OpaHXKeBOoro
LBeTd, ¢ PHCKOH Ha OOHOH CTOpPOHE; LIBETA, C PHCKOM Ha 0AHOH cropoHe; Ha

{HZ NOMNepevyHoM paspeze — AAPO MOIEpeyHOM paspese — gapo OENoro HiM
|Benoro uBeTa. inoq’m 6enmoro 1BeTa. !

! T e = TR e 5 —'—_l__“; T . e = i
i 2  Identification / jComplies as prescribed/ The retention times of the main peaks on
oM AHHHOCTE CooTtBercTBYET the chromatogram of the test solution

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

BpeMmena yepKuBanus OCHOBHLIX MTHKOB
|Ha XpOMaTorpamMMe MCITBITYEMOIO
IDAacTBOpA  AOKHBI  COOTBETCTBOBATD
BpeMEHaM  YMepKWBaHHs [IHKOB  Ha
XpoMaTorpaMMe pacTBopa CTAHAAPTHLIX:
obpasier ubynpodena ¥ napaueramona

3 (paznen «KOIH9CCTBEHHOE
V . - i B OTIpefieNeHHe) ]
3 Average tablets weight 967.4 mg / 967.4 mi |[From 940.9 mg to 9991 mg
CpexnHas macca ](970 Omg+3.0%)/
:Ta6ne"r0[< 'Ot 940,9 MT o 999,1 M

| (970,0 Mr + 3,0 %)
i |

| Remarks : The Product conforms to ND/ R Opinion : APPROVED i
Ipumeuanne: Ipoaykt cootrercTyer Tpebosanyuam HJ[ | 3axmiouenue: OTOBPEHO it
Prepared by / { Checked by / Approved by: Manager/Exeuutwc |
| TToaroTtoBnexo Santosh [Tporepeno: Pardeep Kumar | /Onobpeno: Menemxkep /
| Kumar Maurya H E ! PykoBoauTe:is Munish Sharma -
| i )
;-R-eprim Date: | Reprint Date; . Reprint Date:
| data: 28.05.2024 | Jlata: 28.05.2024 | Hara:28.05.2024 -
sistored Nffice: 8-2-237, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangans, incia
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill, Khol, Nalagarh Road, Badd;j,
Distt. Sofan, H.P., 173 205, IND}A
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIA3A

Page2 of S/ Crp.2 u35

Product : Ibuclin, film- coated tablets, 400 mg + 325 Ihﬂ
HOyiIHu®, TaG.HETKH, TIOKPRITHIE IIEHOUHOF o6omrouxoi, 400 mr + 325 mr

|-

iBatch No/ Cepus Ne:

V2400755

IAnalyhcaI Report No/ AnanuTudeckni oryer No :

0400025348438

‘Date e of Manufacture / Hara npou’sBonm‘Ba 05/2024 )

I

atch O u;v[mm/_OOLeM HApPTHY ! 776 0ha

'Date of Analysis / laTa apaanza: 28. 05.2024

____ Date of Expiry / Cpok roJHocTH : 04/2029

Analvns performed according ND / AHa/iu3s npoBeex o H}I I N01125 2/01-160123 |

4 |Disinte gration /

PacnafaeMocTh
N
‘ 5 |Dlssolut1on/
‘Pactsopenue
7'7 >
6 |Related substances /

PozxcTeeHHble IpHMECH
|Method 1/ Meton 1

Method 2 / MeTo;1 2

i 9 gWater/Bona T

96 % To 102 %

99 % to 102 %

0.0004%

0.04%

0.04%

1.4%

08 min 30 sec / 08 muH 30 cex

7 |Not more than 30 min/
'"He Gonee 30 mMun

"~ Not less than 70% (Q) of CiHisOq|

(Tbuprofen) after 30 min /
He wmenee 70 % (Q)
:(mbynpoden) yepes 30 MUH
Not less than 70° (Q) of CgHgNOz
(Paracetamol) after 3{) min /

CisH1502

He wmemee 70 % (Q) CsHoNOz
{(napaueramon) depes 30 MUH
|4-aminophenol  (paracetamol  impurity)

- not more than 0.005 % /
i4-amuHOpeH0 (MpUMecs napaneramorna)
- He Bonee 0,005 %%

‘Any individual impurity (ibuprofen or
|paracetamol) - not more than 0.3 % //
JTobasn eAMHHYHAas nprUMech
{(nbynpodena uiu TapaneTaMona) - He
Gonee 0,3 %

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

Cymma npumeccit (Meron 1 + Meton 2)
- He Gonee 0,7 %

‘Not more than 5.0 %/

_He 6onee 5,0 %

Remarks * The Product conforms to ND/
| MIpumeuanue: Tlponyxt coorseTcTayeTt Tpebosannam HJIT

[ Opinion : APPROVED

3axumoyenne: OJIOBPEHO ”

' Prepared by /
' [loaroTorneHo Santosh
Kumar Maurya

Checked by /
Ilpoeepeno: Pardeep Kumar

Approved by: Manager/Executive -
/Qnobpero: MeHe kep / :
. PyxosoauTtens Munish Sharmia i

' Reprint Date:
Lia"rg. 28.05.2024

Reprint Date:
Hata: 28 05.2024

Ragistored Office: 8-2-337, Road R

Tol: #91 '!i.’JZL‘Jl—\ 81404705 209, B

Reprint Date: ‘

, Banj:

CIN: L85185AP193

wrreddvs.com

ra Hiils, Hydera

SAPLCO0A507

b

-

smad @

Jlata: 28.05.2024

- 500034, Telangana, indiz
idys.com



Dr. Reddy's Laboratories Ltd
B @ Formulation Unit-6
i< vill. khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDy 2
Tel : +91 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®! {1\ AT AHAJTM3A Page 3 of 5/ Crp.3 u3 5

IProduct Ibuc]m, film-coated tablets 400 mg + 325 mg
HOyxkann®, TabaeTk, MOKPLITLIE MICHOUHOI 060109KO#H, 400 mr + 325 mr

Bateh No / Cepnst Ne : V2400755 \Batch Quantity / tity / OGbem nap"rmi 776 0 Kg
i '\nah tical Report No / Asaauruuecknii order Ne : ‘Date of Analysis / JaTa anamuza; 28, 052024 :
]{}40002534848 ) e
[Date uil\{ﬂlgcture /] :{aTa npouzﬂogcrsa 05/2024 Date of L‘xpxrv / Cpmc m}mocn« (}4/2(}29 _1
{Analvsw performed according ND / Auanus nposejen o HJ1: TINO011252/01-160123 o
| 10 |Uniformity of dosage ' ; o
! lunits / ‘
iOaﬁopogHocn Acceptance value (AV) should be not
J03UPOBAHNS , 1.6 more than 15.0 /
| - Ibuprofen /ubynpoden TMokazates npueMacMocTi (AV) 1o/mkeH |
" ObiTh He Ganee 15,0
1.6
i~ Paracetamol/ iAcceptance value (AV) should be not !
napaleTamos : more than 15.0 / ;
- Tlokasaresis npuemiaemoctd (A'V) nosmkeH
o ) ) i OpITb He Honee 15,0
11 |Microbiclegical purity / ! :
Mukpobuonorudeckas | !
juncroTa*
i a) Total aerobic ; NA Not more than 1000 CFU/g /
‘ microbial count / _ He Gonee 1000 KOE/r
‘ O61wuee yucno : “
J aspoBHbIX
MHKpPOOPI 4HU3MOD
NA :
2 'b) Total combined ‘Not more than 100 CFU/g /
‘ -veasts and mould count - !He 6onee 100 KOE/r
i/ Obutee yucio i
| TpOAOKEBBIX K |
niuecHessix rpuboB _ i
!c) E. coli NA . Shall be absent in lg / OrcyTrcTBHE B
| . | _ Ir o
. Remarks ; The Product conforms to ND/ Opinion : APPROVED
[ Hpumeuanue: [TpoaykT cooTseTeTBveT Tpebosanuam HJT | 3awmouenne: OJOBPEHO
EI Prepared by ¢ Checked by / : A]meved by: Manager/Executive
, Morotoracno Santosh ITposepeno: Pardeep Kumar | /Onobpeno: Menemiep /
" Numar Maunva _ i ; Pyxoeomurens Munish Sharma -
R?prinr Nater Reprint Date: Reprint Date: - i
Jlata: 28.05.202_-‘.—__ L ! Hata: 28.05.2024 L Jara: 28.05.2024 )




CERTITICATE OF ANALYSIS
CEPT 11"!3.-1 \3 .n; A 5‘:‘) Y pﬂgE4 OfS/CTp,q- H35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
I’IG}KrmHC/ Tab1eTKK, IORPBITHIC IWICHOYHOMH 060/10'K0i, 400 Mr + 325 mr

Batch No/ Cepus Ne : V2400755 ,Bateh Quantlty / Obbem NapTH : 7’76 Ky
'Anaiytical Repori No / AHaawTadeckiit ot9er Ne Datc of Analysis/ Jata anannza: 28.05,2024
5040002534848 | L . |
D@_\te of Manufacture / Hata npmwnonnna 0‘;/2024 'Date of Expiry / Cpox roasectn : 04/2029
' Analysis performed according ND / Anaauns nposeten mo HI: [INO11252/01-160123 ~
12 |Assay/ | ‘From 360.0 to 440.0 mg of C;;H;s0:
KonuuecTrennoe (Ibuprofen) per tablet /
onpeaeaeHue 396.8 mg /396.8 Mr Or 360,0 mr jgo 440,0 mr C;HugOs

i ‘ : _ i(ubynpoden) B Tabncrke
' iFrom 292.5 1o 357.5 mg of CgHoNO»
! |(Paracetamol) per tablet /
= 323.29 ing / 323.29 Mr Ot 2925 wmr go 3575 mr CsHeNO,
i (napaueramon) B TabneTke
F

13 | Package / Ynakoska - 10 tablets in PVC/AI blister. 1 10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information blisters and a patient information lcaﬂetj
lcaflet in a carton. / o 10 'in a carton. / Mo 10 Tabaciox s NBX/ 41 '

| Tabnetox B [IBX/Al 6nuctep. [lo 1 dmwcrep. Tlo 1, 2 nan 20 Onucrepos s
5 OnucTepy B DAuKy KAPTOHHYK  NAUKY KAPTOHHYIO BMECTE c
: BMECTE €  MHCTpyKUHeH 10 | MHCTPYKUHEN N0 NPUMEHEHHIO.

I ______ pPHUMEHEH IO, _ |
| 14 Labchng/?\.apxiiposxa \ccordimy to ND. / B coorsetcTBHN ¢ ML L R _7 o _‘
! 15 | Storage conditions/ | At temperature not more than 25 °C. /

__' Xpanerue Tlpy rextneparype He Bbiute 25 °C. |
| 16 Shelflife/ Cpok S years / 5 jieT

POAHOCTH b |

* 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. / [1posoauTCs NpoH3BOIUTENEM NPH
RBIMTYCKE TIEpHOANEeCKH: 1N Kak1oi 20-o0ff cepun Hi He meree 1 paza B roa. Ilokazartens »oker OviTh
He BICIIOYCH B CCPTHMUKAT aHANM3A (JHPMB

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanune: [poaykT coorsercrpyer tpeGosannam HI{ | 3akmouenne: OIOEPEHO
' Prepared by / ' . Checked by / ¢ Approved by: Manager/Executive
| MoaroTosneno Santosh | Ilposepeno: Pardeep Kumar | /Opo6pero: Menemiep /
| Kumar Maurya - Pyxomoaurens Munish Sharma~ - :
| - I '
Reprint Date: | Reprint Date: | Reprint Date: N
i ,’Lla}'a: 25.05_.2_024 7 . Jlara: 28.05.2024 - ) Fara: 2@5.202_L o 4




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

|Ploduct Ibuelin, film-coated tablets, 400 m mg +325 mg

I’Iﬁykmm() Ta01eTKH, HOKPbLIThIE I11eH09HOH ofo.10uicol, 400 mr + 325 mr

PageS5of5/Cyp.5u35s

Batch No /_Cep}{__sr_‘Nn : V2400755 Batch Quantlty/ O6nem napTIm 776 0 Kg f
Aual_y tical Report No / Asamumirsceruit oraer Ne: ‘Date of Analysis fIla ra ananmza: 28052024 ;

040002534848

Date of Manufacture / Iara IlpOH3BO,‘.{CTBH 05/2024

| API name (INN) /

 Haumenopanue ADC (MHH): )

API manufacturer batch number /

|

Ibuprofen, I/IGynpoé}eH J Paracetamol / [Taparticramon

h)ate OfF‘{per / Cpox\ FOAHOCTH : 04/2029 I

Homep cepun nponseoantens ADC: | PI]?MQKLOOZS* - ) 121 1/2?:24_
| FP Manufacturer API Batch number / _
Howmep cepun cyberanunu FERA00227 FERAQOQLS9

npoussoauTesns [JID:

- API Manufactured by & country/

i

_Solara Active Pharma Sciences

Limited, India / Conapa 3xtis
Qapma Cafiencus Jlumure), FMHans

Sri Krishna Pharmaceuticals
Ltd., India / lWpu Kpuwna
PapsiacsioTiranc JAta., HMuais

j [iponssoanTens ADC, ¢rpana:

Remarks : The Product conforms to ND/
i Ipuveyanne: [1ponykT coorsercrByeT TpeboBannam H]|

(_')piniorx - APE{—OVED

3akniouenne: OJJOBPEHO

Prepared by / Checked by /
Ioarotosneno Santosh ' [Tposepeno: Pardeep Kumar
| Kumar Maurya 7

| o |

Approved by: Manager/Executive
/Ono6peno: Meuejxep /
Pyxopojrens Munish Sharna

 Reprint Date; | Reprint Nater
Jara: 28.05.2024 Mlara: 28.05.2024

Reprint Dater

| Hara: 28.05.22&1
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