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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJI3ZA

Page1of 5/CTp. 1 mas

‘product : Thuclin, film-coated tablets, 400 mg+325mg

Aoy ®, Talaeres, NUKpLITHIE nacuouHoil ofiorouxoi, 400 Mr + 325 mi
Batch No/ Cepus Ne - V2300892
Analytical Report No / Aganuthycckudi oT4eT Ne:

040001837810

Date of Manufacture / Jlata NPOn3BOACTSA ¢ Apr-2023

A
soslidlyol

iNe  (Test/ HDKa'iﬂTEJt;

3 1 ldenhﬁ‘cat'mn/
’ [ToR/HEHROCTS

performed according NI/ Ananus npopeaen o HA. 1L

' Results/ Peavmurarl
1 Description/ Onmcanye | Capsule-like orange Q)

_ Batch Quanfity / O0ten 113 l o T27.3¢ WK g
Date of Analysis / Jlata ananusa: 23.05.2023

Date of BExpiry / Cpox rogsocTh Mar-2028

T1 NO11252/01-300522

A {Specification / Hopma
owed film- Capsule-like nrange-coloured film-coated
coated one-side scored tablets; onjone-side scored tablets;
_white core/ Tafnerii on cross sechion white or off-white core. /
KATCYJIGBHIHOR dopue,
aReHOMEOR oboasouroi

cross section.
(KATCYTOBUIHOH  HOPMBL, TOKPLITHE Tadnmetin
|nnerounoH 0BQRAUROH OpaHmEBOro MOKDHITHIC
jipeta, © puckoii Ha OJHOA CTOPOHC, OPaHKEROTD 3FTE, C PHCKOH Ha 0nuol,

fONepeuHOM paspese — AIpO CTORORE; HA MOTICPEHHOM Pa3pese — FEPo,

l6e
Genors ueeTa. Genoro Wiy mouTH Genoro ugera.

The tetention times of the main peaks on
the chromatogram of the test soludon
should correspond to the refention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference|
standards solution (section Assay) /

Bpemena YACPKUBAHKA OCHOBHBIX HKOB

Complies as prescribed/
COOTBETCTBYET

1
v
!
i
t

v

Ha XPOMKTDPP‘&M?JB YCMBITYEMOTY
| pacTsopa AOTKHBL CUOTBETCTBOBATL
BpeMeHam YIASPH HBaAHIIN MWUKOB  Hd-

|
|XpOMarTorpaMMe pacTeopa CT2HAAPTHbIX.
obpasuos uEynpodeda U rNapaueTamona,

‘(pasgen «HonuyecTBCHHOS
- ” : " _|OnpenelicHrer)
| Remarks : The Product conforms to NI Opinion : APPROVED ;
! Ypumenanue: [TpOyKT COOTBETCTBYET TpeBOBAHMAM HIl  3axmouenue: ONOSPEHO )
# Prepared by / Checked by / , Approved by: Manager/Executive / !
i [TogroTosnexo: Aakit [Tpoeepeno: Hjmesh Kumar Naofipeno: Mexemxkep / PyronomiTens i
:Lm— i (\_'. TR EPRTEIT o —rss : . ...,‘Mam:'-i l\iil'_ﬂ{‘l " :’E_L,-n‘iﬂ‘ e, S — l‘
i Reprint Date: w Reprint Date: Reprint Date: o |
i }z'_[a:rz_i:ZE__.D_S.g{)I_?,_S_r T §§m523:,6_5~2QE§ _,,H%T‘1523:05_-_2q23* ]
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CERTIFICATE OF ANALYSIS
CEPTHUPUKAT AHAJIA3A

Page20f5/Crp. 2 135

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
W6 vicnna®, TabueTKn, NOKPLITHIE naenouHolt 06oouKoi, 400 Mr +325 mr o
ity / Obem maptim : 727.500K g

‘Batch No / Cepusa Ne : V2300892 o Batch Quantity / ]
Analytical Report No / Ananarndeckmii oruer e ‘Date of Analysis / Jlata apanuza: 23.05.2023
040001837810 ]

Date ~~"hx;_a‘,:', {:-.;'--,"p: POAHOCTH | Mar-2028

Date

) of Manufacture / J]aTa NPOH3BOACTEA . Apr-2023
Analysis performed according ND f Aram 01-300522

y nposejies po HIL [ NOT 12524

3 |Average tablets weight 968.5 mg / 968.5 Mr 040.5 mg 10 999.1 g
| Cpensas Macca (970.0 mg 300y i
l IraGneTox Or 9409 wr g0 9991 wm
i (970,0 Mmr£3 %)
N | | |
f 4 Digintegration / | 08m in 37sec / 08 mun 37cex  [Not morc than 30 minutes /
PacnagaeMocCitb 1He Gonee 30 MuHH
5 |Dissolution / ! 97 % to 104% Not Tess han 70% (Q) CrnHuO:|
PacTeoperie 1 {(Ibuprofen) dissolved in 30 ininutes /
I } He wmeuee 70 % Q) CoHuO:
| [(u6ympopen) ueped 30 Mun ‘
i QR% to 103V {Not less th 0% (Q) CsHaNO»:
i |(Paracetamol) disselved in 30 minutes /
l He wmemee 70 % (Q) CiHNO;
| S i _ L , [(riapaneramMom) uepes 30 muy
e P TP o RO ST e ——————————————————
Remarks : The Product conforms to ND/ Opinion : APPROVE !
| rTpumesanme: Mponyxr cootsercrayet thebosannam FLI | 3axmosenne: ONOEFEHO '
| Prepared by / { Checked by / : Approved by: ManagerfExéc—uzi{rc / i
; [ToAroTOBAEHG: Ank/jg | TIposepeto: Himesh Kumar | Onothpeno: Menemkep / Pykopo/i teb ,'
b ] 1_5___ ; e \ ___&__PA:J‘; Ma»“‘-}i}}'_"-__’-gmf A Al |
I"Reprint Date: 2 Reprint Date: ™ " Reprint Date: e |
| Tars23.052023 | Mera23052023 memosaon |
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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJI3A

Page3 ol 5/Crp. 3 uz §

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yknun®, TabaeTkn, noKphITLIC NICHOHOMH oforoukoii, 400 Mr + 325 mr _

Batch No / Cepus No V2300892 ___IBatch ('umtm ’OM oM fiapTiv @ 727.500K g —
[Analytical Report No / Anal {HTHMECKRI OTHET N @ Date of Ana]y:}ss/ﬂ‘am ananvaa: 23.05.2023
040001837810

Date of Man meu e/ Jlata fi]’)\‘l"’!ﬁt,‘crb :;\Jx w2
Analysis Qc_a;ﬂ.:s] ta-:.rt_x.{ma?\ll‘f / AHanu3 npoBee wno HJGTT \01 1252/01 -3 )05“ o

Date of Fxpiry /¢ POK FOAHO et - Mar-2028

& iRelated subsiances / i 0.001% 4-aminophenol {p*racefamf‘l unpuarity}
PONICTBCHELIC TEPHMECH 4-assunopenon (npHMecs mapaleramona),
Methad 1/ Meron 1 [~ notmorc than v 005% / l

ne Gonee 0,005 %

‘ | i
i Method 2/ Meron 2 ! 0.04% Any individual impurity (of ibuprofen o

‘ paracctamol) /  Jhiobaa  emmniukan;
l ] npHMEChH (uGynpodena wm!

napaueTtamena) - not more than 0.3% /
we Bonee 0,3 %

0.04% Total impurities (Method 1+ Method 2) /
\Cymna npumeceit (Meron 1 + Meron 2) -
pot more than 0.7% / re Gonee 0,7 %

i

{9 |Water / E-t');;_.; ) - = 1.4 % . if\fot more than 5.0% T !

[ r | {He Gonee 5,0 % |

E_—I;\—I_ mf Wt lw Ui’ do \agt- :‘— T o - [ o - |
units / . |

I GnHOPOAHOCTE i 1.8 [ Acceptince value (AV) should be not

| more than 15.0
Flogaarens npresacqoct AV ) nomer
elin e Qosee 150

103U pOBAHMSA
‘- Ibuprofen /ufynpoden

i- Paracetamol/ } 1.8 Acceptance value (AV) should he not
TApaueTaMon more than 15.0

[oxasatens apresieMoc i (AN } AonaCH
Obiib He Honee 15,0

— . e e AR - -~
e A gy

g Remarhsw The . Product conimbnrér—nsﬁ:) ND/ | OpnTlao;M?xPl'RO‘\ ED |

L Hpmmq.mﬂe_-_i_]pn IVKT COOTRETCTRYCT TPEROBAHIIN HI ; 3akoyenne: (},JIOBPEHO f

Prepared by / "Checked by / | Approved by: Manager/hxeclmve / |

' [MoprororaeHo: Ankil ITposepeno: Himgsh Kumar Onobpero; Merepxep / Pyioront S

/A \ £ Mannj Kumar Yoo dpted |

PSS, Jf y P T o R 1 T (e AN
Reprint Date: Reprint Date: | Reprint Date:

| Nara:23.05.2023 | Jara:23.05.2023 . j;{am:ES_GS.Z(ES_ e ) __

| M

Registered Office: 5-2-337, Road Ne. 3, Baniara Rills, Hydarakad - 5000234, 1 danganz, Indiz
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTU3ZA

Paged of 5/Crp. 4 u3 5

IProduct : Ibucfin, film-coated tablets, 400 mg + 325_mg
Hoyicane®, 1afuet i, HoKpLITEIE IIeHoTHOH 0600t KRo, 400 mr + 325 Mr

§Bar(h No/Cepusa Ne - V2300892 B Batch Quantity / O6neM J'idp’l‘HH :727.500Kg
i\na]y‘ al Report No / AnanuTuyeckult oraer N : Date of Analysis / Jata ananu v 23.05.2023
{0400018378 10 i

Date of "vié'!l}‘lactusa / O 2 HIPOHIB m(‘ Bl : _mr 2023 |Date o_t_'l'-is irv.’\'r\ ro,:1 ioctw : Mar-2028 ‘ 1
\[iﬂ_] £~;\ Fonmed aueoras ng ND f HAMHE DpuseacH ot '7,f lil\sf 1252/0 l“\in A S

11 iMlC"Ubiai fmts / I !
{Mukpoduoornyeckan

i 'qictota l
la) Total acrobic ! Less than 10 CFU/g/ Not more than 1000 CFU/g / t
niicrobial eount / I Menee 10 KOE/M He Gonee 1000 KOE/r
‘I OBuiee yueio .
A3POBHBIX |
MHKPOOPraHHIMOB
! +b) Total comhined | Less than 5 CFU/g/ Not more than 100 CFU/g/ 2
| yeasts and mould count Menea 5 XOE/r He Gonee 100 KOE/r
'  Ofuee wueno
ApOFRAKERLIX H
AACCHERELN TPHOOR
c) E. coli | Absentin lg/Otcyrcrsyer 5 Ir Shall be absent in 1g / OrcyrcTeue B
1r
12 Assay / ! T 3955 mg/ 395.5 M 3600 to 4400 mg of CraHis0:
. Konnuectsenroe (Ibuprofen) per tablet/ '
ONpENENEHNE ‘ Or 360,0 mr ao 4400 umr CpHisO:
i (nbynpoges) B Tabnerice
l 320.04 mg / 320.04 mr 2025 to 3575 mg of CsiHoNO;
’ {Paracetamol) per rablet / i
i j O 2925 wMr g0 357,5 mr CiHaNOa,
(napateramon) 5 TabneTke '

IRemarks : The Product conforms to ND/ = T Opinion : APPROVED ==
I | Ipumenianne: I Ipoayxr cooTpercTsyeT Tpebopannam HIL | 3awmouenne: OXOBPEHO 4
[ Prepared by/ Checked by/ Approved by: Manager/Executive /-

i llogroToBneno: Ankit _ Hposepe]-xo. Himesh Kumar Ono6peno: Menemxkep / Pyroropiretn
| A | Y ZiManoj Kumar \ e m__!
2| Reprint Date: Reprint Date: * == Reprint Date: 1
| Mare:23.05.2023 | Mar:23.052023 | Hara:23.05.2023 -

Registerad Office: £-2-337, Road Na. 2, 8anjara Hilts, Hyderabad - 500034, Telangana, Ind
Yol +91 40 4900 2900, Fax: +971 40 4200 2998, Email: o (@ drreddys.cem
CIN: L85 195AP1334PL 004507
www.drreddys.com
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SIS

CEPTHOHUKAT AHAJIMI3A

Product : [huelin, film-coated tablets, 400 mg + 325 mg
I HOycnur®, Ta84CTKH, TOKPLITHIE NUIGHOUHOT eﬁonoqma. 4
Batch Nu Cepm Ne - V2300892 )
| Analytical Repor rt No / Aranuthuecgudl otuer Ne :
0400018 37810
Date of Mam .J asture /

S perior T

3

*“.Dr-&() 3
HOJCH l'ft er I .\0]

IEan ij\ui 3BOACTRA T
"Hlllg ixulm’ i }}/ ABATUD nho
110 tablets in PVC/AL blister. 1
Ulister and a patient information
‘lcaﬂct in carton, / llo 10
Tabnerox B [IBX/AL 6ancrep. [o |
!ﬁmcw;-y 5 Na¥Ky KanioHHYIo
BMEeCTe € MHCTpYKuucil
!npm;oucz-mo

Package / Yiakonka

13

no

14 Labeung! Mapmpusm AmmqumND chnomen.ranm HIL

! 15 | Storage conditions / At {emperature not more e than 25 °C. /
XpaHcHRe ) 'TIpu Temmeparype He suive 25 °C.
, 16 @ Shelf hifc/ Cpox 5 years / 5 net
| FORHOCTH
. APIname (INN)/ R ‘
Hammenosane AMC (MHID: | i I/fiynpc
¥ ¥, o ¥
APT manufacturer batch number / ) PIBM230124
Honep cepun npomssognvess ADC: : ) __
FP Manufacturer API Baich number/ |
Homep cepun cyficranTun : FEQAUO179

¥

tpomssogirens [Ad: )
Solara Active  Pharma
Limited

| API Manufactured by & country /
Dapwm + Calleseims Jmmnien

Hpoussoauteis ADC, erpana:

N ‘JJte of Expiry / Cpox rofi mcw marmzﬂ

des

India / Conapa Dxrur | Ltd,

Page5of5/Crp. 5 mw35

00 mr + 325 mr

Batun Qu&nnty/ OfmeM napmu 720, SOGT{g
{Daie of Analys

i5 / ara anannsa: 23.05.2023

252/0 nJﬂ 22

10 ablets in PVC/AD blisier. £, 2 or 20
iblisters and a padent informaition leaflet,
in a cartor. / Ilo 10 Tabaevox B [IBX/AL
Baucrep. Io 1, 2 wnw 20 GnucTepos BY
TAYKY KapTOHEY0 BMECTE ¢
HECTRY X UAET [0 TIPUMEHERHIO,

Paracetamol / Tlapaneramon

i 1596/22-23

FEQA00165

Sciences St Krishoa Pharmaceuticals |
India / IWpy Kpuiura
dapmacsoTHRANC o,
i _I inaws ;

C Hnana

= s e

MRemarks ; The Product conforms to ND/
Opumeyanne: [IpoayKT COOTBETCTBYET Tpeﬁoaaﬂmm HI
Prepared by / Checked by /

Togrotosnexo: Ankii ! IIposepexo: Hlmesh Kumar

|
L |0

l

{ Reprint Date: -
_D;aTa 23 0s. 20?”«5

| Reprint Date: ﬁ -

Ha’ra 23 05 2023

P

Registered Dffice; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5

"Opinion : APPROVED
| 3axmodeHne: O}IOBPE}IO
Approwd by: Manager/Executive /

el ] ? Manoj kaumar
Repnnt Date:
Lama:23.05.2023

|
a06peHo: MeHemxep Pyx u,u?;frenb |
il |

‘ - .

i

v

00034, Telangana, India

Tel: +81 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: LB5195AP1924PLCOD4507
www.drreddys.com



