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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
CEPTUOHKAT AHAJIM3A

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyxun®, Tab1eTKH, NOKPHIThIE NIEH04HOI 060a049K0H, 400 Mr + 325 mr

‘Batch No / Cepus Ne : V2301023
Analytlcal Report No / AnanuTideckuii oryer Me ;

040001895889

iDate of Manufacture / )IaTa npou:saoncma Mavy-2023

| Ne

3

Identification /

ToanwHHEOCTE

Results/ Pe3v.1u> FATHI

coated one-side scored tablets; on
cross section - white core./ Tabnerku
KancynoBMAHOH (OpMBI, MOKDRITHIE
[eHouHo obonovKoH OpaHKEROTO
UBeTa, C PHCKOH Ha OJHOH CTOpPOHE;
Ha [OMepevyHoM paspeze — F4po
Oesoro usera.

;- Complies as prescribed/
CoorsetcTBYET

FDate of EXDII’}’/ Cpox ronuoc*_r_ﬂ Apr-2028 B
Analysis performed according ND /4 AHanxs TIPOBE/EH 110 HJ:[ I1N011252/01-300522

Pagelof 5/Crp.1m35

iBatch Ouarmty ty / O6bem napm'u_ 767.400 1 Kg
!Date of Analysis / Jlata ananusa: 13. 062023

1 Dcscnptmnf’ Onucanne Capsule-like orange-coloured film- Capsule-hke orange-coloured film-coated

.one-side scored tablets;
on cross section- white or off-white core. /
TabneTky  KancyJIOBWAHOM hopmbl,,
TTOKPBITHIE TUTEHOYHOH 0bonouxoi

OpPaHXeBOro i[BETa, ¢ PHCKOM Ha onHOMH
CTOPOHE; HAa HONIEPEYHOM pazpese — ALpo;
Benoro HIH nouTyH 6enoro LBeTa.

The retention times of the main peaks on
ithe 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) /

BpeMeHa yaep»HBaHHA OCHOBHBIX [IHKOB

Ha XpoMarorpamMme HCIBITYEMOTO
pacTteopa JOJDXHBL COOTBETCTBOBATh
BpEMEHaM  YACPXKHWBAHHA  [IHKOB Ha

XpOMarorpaMMe pacTBOPA CTAHOAPTHBIX
obpasuoe ubympodeHa u mnapaneTaMmolia,
(pazzen «KomgyecTpeHHOe,
onpejeNenuern) |

Preparcd by

Remarks: The Product conforms to ND/
Hpusveuarine: Mpouykr coorsercryet 1pedosanisam HIT

Checked by /

Opinion: APPROVED
3axmwyenne: OJJOBPEHO
Approved by: Manager/Executive /

Jata:13.06.2023

Moarotosaeno: Shivami | [Iposepeno: Ramakant Onobpeno: Mene, e P/ PyxoBoauTens
Devi ! AmitKumar NN
Reprint Date: Reprint Date: Reprint Date: !

Hara:13.06.2023

CIN: R agRA0T

I{aTa 13, 06 2023

— =
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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
CEPTUDUKAT AHAJIM3A

Product: -Ii_)uclir;, ﬁﬁn~c5ﬁt&ﬁahlef§ 400 mg + 325 mg

Batch No/ Cepus A Ne : V2301023

Analytical Report No / AuaniTiyecknii oryer Ne -
040001895889

Date of Manufacture / ,[[aTa HpOH'aBOHCTBa May—2023

H6yxkaun®, Ta01eTKM, NOKPBITHIE I ienouno# 060J09K0H, 400 mr + 325 mr
Batch Quantity / O6bem napThy : 767.400 Kg

Page2 of 5/Crp.2 uz5

Date of Analysis / Jlata anammsa: 13.06.2023

Date'of Expiry / Cpox ro}iHocm : éﬁr-%{)ggﬂ

'Analysm performed accerdmg ND / Ananus nposeseH no H,I[ 11 N011252/01-300522

to 999.1

i 3  Average tablefs weight | 79671 mg/967.1Mr
Cpeansist Macca |
TabneTok
"4 |Disintegration/ | 08 min 07 sec/ 08 mun 07 cex | Not mor
PacrianaeMocTs
5 |Dissolution / 99 % to 103 %

PacTBopeHue

99 % to 101%

mg mg|
(970.0 mg = 3%)/
Or 9409 Mr oo 999,1 MI
(970,0 Mr £ 3 %)
iNot more than 30 minutes /
lHe tonee 30 MuH
Not less than 70% (Q) CiHisOq
{(Touprofen) dissolved in 30 minutes /
‘He wmemee 70 % (Q) CiHiO:
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) CsHoNO;

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) GCsHoNO,
i(r{apaI.Ie’raMOH) yepes 30 MHH

Remarks: lhe Product conforms to ND/
! II uMevanue: IIpofyKT COOTBETCTBYET Tpe6OBaHH3M HJ

Opinion: APPROVED
Saxmouenne: OJIOBPEHO

Prepared by/ Checked by / Approved by: Manager/Exeeutive /
Howroropsedny Shivani | [posepeno: Ramakan! O dpepo: Mewe &\1 = P\ KOVRO (6 T
Devi Al * \mit Kumu

Reprint Date: Reprint Date: Reprint Date: '

Hara:13.06.2023 HaTa:13.06.2023 Hara:13.06.2023 o
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Dr.Reddy’s ".

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg_
H6yrnna®, TabNeTKH, MOKPLITHIe nyeHoYHOH 060104 KOH, 4 400 mr + 325 mr
“Batch Quanmtv / OG’bCM TapTHH : 767.400 Kg

Batch No / Cepus Ne : V23010

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
CEPTHOHKAT AHAJIU3A

23

"Analytical Report No / Ananatiseckuit otuer No :

040001895889

;Date of Manufacture / I Hata op

OHSBD}.I,CTBa Mayw2023

6 Relatedsubstances/ 1 0.0003%

| ‘PosicTBEHHbIE NIPHMECH
Method 1/ Metop 1 l
!
|Method 2 / Merox 2 0.03%
; |
| 0.03%
|
! |

9 }Water/ Bona E 14 %

10 | Uniformity of dosage B

units /

! ONHOPOAHOCTE 1.3

| HO3HPOBAHKA '
- Tbuprofen /udynpoden
- Paracetamol/ 1.3
‘mapaueTamos
|
|

Page3 of 5/Crp.3 u3 s

Dd{e of Analysis / TMata ananusa: 13.06.2023

O Date of Exptry / Cpox FO,E[HOCTH Apr—2028
AnaIys1s performed according ND/ AHanﬁs MPOBEAEH MO HJI: I1 NO1 1252/01- 300522

4-aminophenol (paracetamol impurity) / |
4-amupHodenon (MpAMECh TapalieTamMona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
‘paracetamol) / Jhobas enuHuuHasg
npuMecs (ubynpodena HIH
napateramona) - not more than 0.3% /

He 6onee 0,3 %

| Total impurities (Method 1+ Method 2) /
|Cymma mprmeceii (Meron 1 + Meron 2) -
not more than 0.7% / ue 6onee 0,7 %

" Not more than 5.0% / o o
He 6onee 5,0 %

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

Toxkasatens npuemaeMocty (AV) nomkeu
BpiTE He Gonee 15,0

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

Jlokasarent npHeMNeMOCTH (AV) HOMDKeH
GoiTh He Bonee 15,0

Remarks: The Product confonns to ND/
Mpumeuanne: [IpoayKT COOTBETCTBYET TpeOOBAHIAM HA

Prepared by /
[MToxgroTorieHo: Shivani
Devi

Checked by /
IIposepeno: Ramakant.

Opinion: APPROVED

Saxmouenne: OJJOBPEHO

Approved by: ManagerfExecutive /
OnobpeHo: MeHemke Q " PvKoBO/IMTEJb
Amit Kumar

i

-

Repﬁnt'f)—éte:
Jata:13.06.2023

Reprint Date:
Jara:13.06,2023

Reprint Date:
Hara:13.06.2023
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Dr.Reddy’s ":‘

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
CEPTHOHKAT AHAJIM3A

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| A6yknnn®, TabneTKH, NOKPhITLIE MICHOYHOMH 060104 KOH, 400 MI + 325 mr

040001895889

Microbial limits /
Muxpobronoruyeckas
MMCTOTA

'a) Total aerobic
‘microbial count /

1 O6wee yucno
gE.BpUﬁHhix.

| MHKpPOOPraHH3MOB

11

b) Total combined
yeasts and mould count
/ OBee uucno
TPOOKEBBIX H
niecHeBblX rprubos

¢) E. coli

| 12 |Assay/
| KonuuectpeHHoe
onpenecHHe

[Batch No / Cepua No : V2301023
Analytical Report No / 'Ananutnuecknii oruer Ne ;

Date of Manufacture / Tlara npom}so,acma May—2023
Analysis performed accordmg ND/ Aﬂanuz MIPOBEJIEH MO HII: I NO1 1252;‘01 300522 )

10 CFU/g/
10 KOE/r

Less than 5 CFU/g/
l Metee 5 KOE/r

B 400.7 mg / 400.7 mr

328.13mg/ 328.13 mMr

Absentin 1g/ OtcyTcTBYeT B Ir

Paged4of 5/Crp.4 u3 s

EBatch Ouanntv / Obbem nap'my: 767.400 Kg

tDate of I Exmrv / Cpox I‘O,E{HOCTH Apr—2028

|
iNot more than 1000 CFU/g/
He Gonee 1000 KOE/r

Not more than 100 CFU/g /
He 6osaee 100 KOE/M

|
|

rShall be absent in lg / Orcyrcrsue 3
dr

1360.0 to 440.0 mg

|(Tbuprofen) per tablet /

‘OT 360,0 mMr mo 440,0 Mr CpjHisO
}(Mﬁynpocben) B TabneTke
12925 to 3575 mg
(Paracetamol) per tablet /
Ot 292,5 mr pmo 357,5 mr CsHoNO:
\(napauetamon) B TabneTke

Remarks: The Product conforms to ND/
Hpumeyanne: [TpoaykT coorsercTByeT Tpebosanmam H

; Opinion: KPPROVED

Saxmwyenue: ONOBPEHO

of Cyi3HisOz!

of CngNOr{

i

{

Prepated by / Checked by / Approved by: Manuger/Executive /
[oarorosneno: Shwam [TpoBepeno: Ramakant Opobpeno: Menemuep / Py KOBQTHTEND
Devi - L Amit Kumar Lt

Reprint Date: Reprint Date: Refarint Date: -

| Hara:13.06.2023

 Ilara:13.06.2023

Tlara: 13.06.2023

‘ - |
|



Dr.Reddy’s Q‘:

[Product: Ibuclin, film-coated tableté; 400 mg + 325 mg

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill, Kheol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJTH3A

Page5of5/Crp.5u35

I»I6vm1m—t® TAbJIeTKH, NOKPHIThHIE NAEHOUHOH 000n09Koi, 400 Mr + 325 mr

EBatch No / Cepus Ne : V2301023

{_aiytwal Report No / ARanHTHYeCKHI oTueT Ne ©

1040001895889

[Date of Analysis / [lata ananuza: 13.06.2023

'Date of Manufacture / Jlata TIPOH3BOACTRa : May-2023

""ﬁé{emémf“ﬁiﬁiry / Cpo@nﬁoé’rﬁ : Apr-2028

~ |Batch Qﬂanhty / O6bem 1apTuM : £ 767. 7400 Kg i

Am;_lysxs performed according ND / Ananus nposenes no HJT: I1 NOI 1252/01-300522

13 Package / Ynaxoska

Co

14 Labehng / MapKHpOBKa Accordmr.r to ND ./ B COOTBETCTBUA ¢ HI{

15  Storage conditions /

10 tablets in PVC/AI blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [1BX/Al Gmucrep. o 1

fb';mc*repy B Na4Ky KapTOHHYIO IIayKy KapTOHHYHO BMECTE
BMECTE €  MHCTpYKUHell [0  HWHCTpYKUMEH MO MPHMEHEHH!O.
IPHMEHEHMUIO.

——

10 tablets in PVC/Al blister. 1, 2 or 20!
iblisters and a patient information leaflet,
in a carton. / [To 10 Tabnerok B [IBX/Al
6nucrep. [To 1, 2 unu 20 Gnucrepos B

C

i

| At temperature not more than 25 °C. /

Xpaunenue Ilpu Temnepatype He Biiwe 25 °C..
16  Shelflife / Cpox i5 years / 5 net

| TOOHOCTH L N - |
API name (INN;/ ) | " Bl i N
Hanmerosanne ADC (MHH): Tbuprofen / Hﬁynpﬂoﬁd}en Paracetamobl* / fTapauETaMOH
API manufacturer batch number / |
Homep cepun npouseoguTesnst AQC: ?IBMEOOQ? L 1598!_2_2_'23 |
FP Manufacturer API Batch number /
Homep cepuu cyGeTaHmuu FEQA00182 1 FEQA00166

IpPOH3BOAMTES JAQP:

API Manufactured by & country /

B
I Solara Active Pharma Sciences
' Limited, India / Conapa DxTHB

! Sri Krishna Pharmaceuticals
' Ltd., India / Illipu Kpnmﬂa,

IIpowzeoautens A®C, cTpana: Dapma Caitencus Jiumuten, Urpus | @apmackioTukanc Itn,
_| Mg -
Remarks: The Product conforms to ND/ e Opinion: APPROVED -1
| IIpameuanue: IpoaykT cooTBercTByeT TpeGoanusaM HJ | 3akmouenue: ONOGPEHO
Prepared by / Checked by / Approved by. Mauagei/Esecutive / 1
[MogroTosneHo: Sinvam [Tposepeno: Ramakant Onobpeno: Meneukep / PykoBo auTens 1;
Devi j Amit Kumar AP
il Reprint Date: ) Reprint Date: Reprint Date: S |
| Jlarai13.06.2023 | Jara:13.06.2023 | Mera:13.062023 ]

fer po &S 822203 ‘:;-.‘Jd"’” ) ‘31nm. i
L0 4“0'\ K HY 1“[0"
CIN ._,“'QSAPTLS‘.}'-.PL"LE JOJ
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