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CERTIFICATE OF ANALYSIS’
CEPTUDUKAT AHAJIM3A

Product: Ibuclm film-coated tablets, 400 mg +325 mg
Hoykaun®, TabaeTku, NOXpLITHIE MLIeH0YH0 | 060s10uK0#, 400 Mr + 325 mr

Batch No/ Ccpm{ No : V23(1022

Analytical Report No / Ananuthueckiit oryer Ne :

1040001894991

Date of Manufacture / JI; Hata npoK3EoacTBa | Mav-2023
EAnalyszs periormed accordmp ND / Ananis npoBesieH no HI[ IT N()i 125”/{]1 30{]5

E,N' Tést“/ fiorcaza'renb

-

| 2 " Identification /
| [TonJIMHHOCTD

Results/ Pe3vabTaThl

Descnptmn/ Onucasne Capsule -like orange- -coloured film-

coated one-side scored tablets; on
.Cross section - white core./ TabneTxu
KancynognaHoll (opMbl, MOKPLITHIE
\TLIEHO4HOH obonoukoit opaHmKesoro
11BeTa, C PUCKOH Ha ONHOH CTOPOHE,
Ha MONEPedYHOM paspese — AApO
Benoro usera.

o Complies as prescribed/
CooTBeTCTBYET

Batch Quantity / O0bem napmn 769 800 Kg
Date of Analysis / Jlata ananuza: 13.06.2023

H
obpasuoe uOynpodena M mapaueramona

Page 1 of S/ Crp. 1 u3 5

~ Date ot Expiry / Cpok FOIHOCTH P:pr-QQZS

| Specification / Hopma

Capsule-like o1ange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabretky  KancynoBHMAHOMN (hOpME,
[IOKPBITHIE TLTEHOMHOH 0B0N0UKOH;
OpaHMEBOTO UBETA, C PHMCKOH Ha om-:oﬁ%
CTOPOHE; Ha MOMEPEYHOM Paspese — a1poi
benoro wau nouty benoro UBeTa.

" |The retention times of the main peaks on

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) /

Bpemena yaepuBaHHS OCHOBHBIX ITMKOB

Ha XpoMaTtorpamMme HCIIBITYEMOIO
pacTBopa JAOJHKHEBL COOTBETCTBOBATE
BpEMeHaM  yaepxXiBaHuda NHKOB Ha

XpOMaToOrpamMMe pacTBOPa CTAHAAPTHBIX

(pazmen «KonudecTseHHOE

onpeneseHHe»)

E‘! ' Remarks: The Product conforms to ND/
ﬁpumetxa:me ITponykr cooTBeTcTBYET TpeboBanmam H/l

Opinion: APPROVED
3axmeoyenue: OJJOBPEHO

Prepared by /
Moproroeneno: Shivani
Devi £
Reprint Date:
Hata:13.06.2023

B Regiiﬁibate:
| Hara:13.06.2023

Checked by /
I[TposepeHo: Ramakant ¢

A
‘u'{‘ﬁ,,

Approved by: Manager/Executive /
Opobpeno: Menemwep / Pykosoaureib
Amit Kumar

Reprint Date:
Hara:13.06.2023

G e
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drredays.com

‘CERTIFICATE OF ANALYSIS
CEPHUHBTINAT AHAJIIA

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

HovikauE ., Tabae 1y, TOKPHITLIC JieHo4Hoi o6osouxoi, 400 mr + 325 mr

Page 2 of 5/Cyp.2 w3 5

Batch No / Copusi Ne : V2301022 .Batch Quaniy /OOLEM AP 769 800 i\hg -
[Analytical Report No / Ananuraveckuii otuet Ne : ‘Date of Analysis / Jlata aHanu3a: 13.06.2023
1040001894991 o I
Datg_(_)_f_[\_/_lanufacmref ‘H umm _nmuwa \I'n 023 Date of xpiry /¢ rml\ roarocii . Ape-2028 - O
A FAnalysis :l 11 cording ND ./.AH:-]HHI} n OBEBI{CH no HT TINOI 1257/01 300522 - o ;
3 Avcrégc tablets weight 970.3 mg / 970.3 Mr T 0409 mgh Tto 999.1 nmg
,Cpeausis macca { (970.0 mg £ 3%) /
Tabnerok lor 9409 wmr om0 9991  wr

R 08 ml-n i’.l3 sec / 08 MHH 23 cex

4 D1smtegrat10n /
PacnagaemMocTs

. 5 Dissolution / 99 % to 102 %
{Pacteopenne

H
; ’ { 99 % to 103%

'(970,0 Mr 3 %)

Not more than 30 mmutes /
He 6onee 30 MuH

‘Not less than 70% (Q) CuH,s0!
(Ibuprofen) dissolved in 30 minutes /

He mexee 70 % (Q)  CiHisO:
(ubympoden) yepes 30 MuH

Not less than 70% (Q) CsHoNO;
'(Paracetarmol) dissolved in 30 minutes /
He wmenee 70 % (Q) GCsHyNO;
i(napaueTaMOE) yepes 30 MUH

| Remarks: The Product conforms to NI/

Opinion: APPROVED

| Hpumesanne: TTpo kT coorrercTayer ipedopannam HJ[ | 3axaosenie: OJIOBPEHO
Prepared by/ Checked by/ Approved by: Manager/Executive /
IMoproToBNEHO: Slm amt | [Tpoeepeno: Ramakant | Opo6peno: Menemxep / PyxoBoaurens
Devi Fs AU Amit Kumar  po-C

Reprint Date: o Reprint Date: Reprint Date: ' o
Jlata:13.06.2023 | Hura:13.06.2023 | MTa12:13.06.2023 ]
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, INDIA
Tel ; +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

iProdruréﬂtﬂ lbucim film-coated tablets, 400 mg + 325 mg

Page3 of S/ Crp.3 u3 5

|§§_§9h No/ Cepm Ne:V2301022 Batch %mg_w/ O6bem naprn : 769.800 Kg
iAnalytical Report No / Ananutuuecicuii otyer Ne Date of Analysis / [lata ananuza: 13.06.2023
x040001894991

iD“at‘e of Manufacture / Jlata npoussozctea : May-2023  Date of Expiry / Cpok rogsocT : Apr-2028 |

Analvsxs pcrformed according ND / Ananus nposenes no HJI: - TINO1 125”/01 300552

. 6 |Related substances / E 0.0004%
PoncTeeHHbie TpUMecH E
Method 1/ MeTopn 1
Method 2 / Meton 2 , 0.03%
= |
]
i
!
! I 0.03%
|
9 Water/ Bona o 14 %
10 |Uniformity of dosage
units /
OnHOPOJHOCTL 1.3
JIO3UPOBAHUS
- Ibuprofen /u6ynpoden
- Paracetamol/ 1.1
napateraMo

~ 4-aminophenol (paracetamol impurity) /
A-aminodeHon (npuMech fapaueramona)
- not more than 0.005% /
He Gonee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwbas  epusnunasn
MIPHMECH (uBynpodeHa HITH
‘napauetamona) - not more than 0.3% /

- ge Honee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Meton 1 + Meron 2) -
not more than 0.7% / He donee 0,7 %

Not more than 5.0% /
He Bonee 5,0 %

Acceptance value (AV) should be not !
more than 15.0 / i
[Noxasarens npueMneMocty (AV) KomKeH |
OBITE He bonee 15,0

Acceptance value (AV) should be not
more than 15.0 /
Tloxazarens npuemnemocty (AV) ,!IO.H?{(CHE

Remarks: The Product cmlforms to ND/
Ilpumeyanne: [Iponykt coorBercTBYeT Tpebosanuam HIL

N

BbiTh He fonee 15,0 ozl
=

Opinion: APPROVED
3axmouenne: OJJOBPEHO |

Prepared by / | Checked by / Approved by: Managet/Executive / ii
. ; l

( Hozrotosneno: Shivani ITposepeno: Ramal ‘;mt : .f Onobpeno: Menemiep / Py koo IMTENb

' Devi /21! . - LU } Amit Kumar I

Repnnt Date: Reprint Date: Reprint Date: ‘

Jlara: 13.06.2023 | Jlata:13.06.2023 Hara:13.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

« CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJI

H3A

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

Paged of S/ Crp. 4 u3 5

Hoyvknan®; Tabnerku, NOKPeITHIE MeHouHOIT 0bonoukoi, 400 mr + 325 mr

Batc 1 No / Cepug Ne: V2301022
Analytlca] Report No / AnannTideckuii otver Ne © Date of
1040001894991

|Data of Manufacture / Jlara nponssoncma + May-2023 ]Date of

_LBalch Quantity/ ObbeM napﬂm 769.800 K_g . o

Analysis / ara ananuza: 13.06.2023

}*xmrv ] Cpox mnHOCTM Apr-2028

Analysis perfonned according ND / A Awxanus nposeaen no HI: TI NO1 1252/01 -300522

I1 [Microbial limits /
‘Miikpoduosoriyeckas
‘uneroTa
&) Total acrobic
-microbial count /

Obuee gucio
1 29p0BHBIX
} MHKpPOOPT2HH3MOB

Less than 10 CFU/g/
Menee 10 KOE/T

b) Total combined
ycasts and mould count
1/ Ob1uee yucno
EHPO}K}KEBBIX H
 TECHEBBIX rprGOB

Less than 5 CFU/g/
Menee 5 KOE/r

| ch) E. coli Absentin 1g/ OrcyTtcTByer B I
| i
12 Assay/ I 397.0mg/397.0 Mr
(KonauecTsennoe
jonpesienieHue

326.06 mg/ 326.06 mr

i
'Not more than 1000 CFU/g /
He 6onec 1000 KOE/r

|

|
‘Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in lg / OtcyrcrBue B
L
360.0 to 4400 mg of CuHisOs
(Ibuprofen) per tablet /

‘Ot 360,0 mr po 440,0 mr Cj3HisO;
(ubynpoden) B TabneTie
2925 to 3575 mg
(Paracetainol) per tablet /
‘OT 292,5 mMr mo 357,5 mr CiHoNO,

( napateramon) B rabnerke

of C3HyNO;

T Opinion: APPROVED

——
i

v
'

3axnrouenne: OJOBPEHO

Approved by: Mgﬁager/Executive /
Qodpeno: Mwnzmp " PYKOBO T 1T
Amit Numar N\

I

i
H

Remarks: The Product conforms to ND/

Ipumexanue: [Tpopykt coorseTcTByeT TpeboBanuam HJI
IF Prepared by / | Checked by /

i TTogrorosneno: “?his ani | [Tposepero: Ramakant, |  {

Devi A a TN

Reprint Date: T _Reprint Date:

Hara:13.06.2023 Hara:13.06.2023

ga"ra: 13.06.2023

Repnnt Date:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, IND1A

Tel : +91 98166 56001-02
www.drreddys.com

a CERTIFICATE OF ANALYSIS .
CEPTHDIIRAT AHAJIH3A®

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

UOYyKRANH®, Tab1eTKH, NOKPLITHIE NIeHOYHON 060109K0H, 400 mr + 325 mr

PageSof 5/Crp.5m3 5

Batch No / Cepna Me : V2301022
Analytical Report No / ARanuTHIcckuil otaet Ne -
1040001894991

Batch Q_uantlty / Ofvem napTiu : 769. 800 Kg
Date of Analysis / JaTa ananusa: 13.06.2023

‘Date of I EXDIIV/ Cpok FO,ELHOCT}E Apr- 2028

Ana]vsrs pcriormed accm dmg ND g AHamts npoaenen o HIT: TTNOt 1’752/01 300522

13 Package/Ynakoska 10 tablets in PVC/AI blister.

1 10 tablets in PVC/A] blister. 1,

‘blister and a patient information
!Ieaﬂet in a carton. / Ilo 10
-Tabnerox B [IBX/Al 6aucrep. [To 1

blisters and a patient information leaflet
in a carton. / [To 10 Tabnetok 8 [IBX/Al
Bnuctep. Ilo 1, 2 umm 20 dnucrepos B

fﬁnucmpy B [a4Ky KapTOHHYIO ' MNauky

iBMGCTe C  MHCTpyKUHEHA no

| [IPHMCHEHHLO.

; 14 Labehng/ Mapxupom(a Accordmg to ND. . ND./B coomem’raw cHI.

Eoa | Storage conditions /

[ Xpanenue

16 | Sheiflife / Cpok
FOAHOCTH

| At temperature not more than 25 °C. /
HDH TEMNEePaType He Boile 25 °C.
i5 years / 5 mer

API name (fNN) /

Hanmenosanne AQC (MHH): ]
API manufacturer batch number /. PIBM230097 %
Howmep cepun nponzsogutens AQC:

Ibuprofen / Ubynpoden

JHHCTD}/KL{HE]L;I 10 NpUMEHEHHIO,

Paracetamol / Hapauemmon

KapTOHHYIO BMECTe c

-

|
l
s

2 or 20!

Homep cepun cyGeranmun
npoussoauTens [JIdD:

FP Manufacturer API Batch number /

1598/22-23

FEQAQ0182

Solara Active Pharma Sciences

FEQA00166

Sri Krishna Pharmaceuticals |

| API Manufactured by & country / Limited, India / Conapa Dxtus Lid,, India / Hipu Kpuuna
Ilponssopurens APC, crpana: ; @apma Cadiencus Jlumuren, Muaus | dapMackloTHKanC JItn.,
—— — . Mumus RS
[ Remarks: The Product conforms to ND/ ~ | Opinion: APPROVED T _[I

Hpumeyanue: [TpoaykT cooTBETCTBYET Tpebosanuam HJL

3axniouenne: ONJOBPEHO

l Prepared by /
i [logrotoeneso: '\In\ ani
Dewvi i

Checked by /
[Tposepeno: Ramakant

Approved by: Manager/Executive / |
Onobpeno: Mene Rep / Pyxooautens J
Amit Kumar N\ " ]

Reprmt Date:
[ara:13.06.2023

| Mara:13.06.2023

I{eprint Date:

Hara: 13, 06.2023 -

Reprint Date: i
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