Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoyknnH®, Tab1eTKH, NOKPBITHIE IJIEHOYHOI 060J104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101037 Batch Quantity / O6bemM naprun :
776.000 Kg
Analytical Report No / AHanuTuyeckuii oTder No : Date of Analysis / fata anayu3a: 28.06.2021

890001531000, 890001530607

Date of Manufacture / lata npoussoacrea : Jun-2021 | Date of Expiry / Cpok roguoctu : May-2026

Analysis performed according ND / Ananu3 npoeesen mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3am. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

S. Test Result Specification

1 |Description / Onucanue |Capsule-like orange-coloured|Capsule-like orange-coloured film-
film-coated one-side scored|coated one-side scored tablets;
tahlats: AN frAss sactinn- white tn nff-white
on cross seclion- white core /|core / Tabnetkn KancynosuaHon
TadneTru KAaNCYrIOBMOHOM |[hOPMBI,  MOKPBITRI®  MNS6HO'IHOMN

chopmbl, NOKPLITEIS |[OGONO IKOW OPaHASBOrG LBETA, G
MAGHO 1 I0M obonooi|puciod 112 oAlIoA  cTopolic; lia
OPaHXeBOro LiBeTa, C PUCKOW |NONEepeYyHoM paspese —  S4po

Ha OJHOW CcTopoHe; Ha|benoro unu noytn Senoro useTa
rornepeyHoM paspese — sigpo
Oenoro UBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cootBerctByeT Tpebosanuam HJ[ | 3akioyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: ITposepeno: Opno6peHo: Menemxep /
Santosh Kumar Maurya Om Prakash PykoBogutens
L~ Pawan Kumar
g5 e
Print Date: Print Date: Print Date:
Hara: 28.06.2021 Jara: 28.06.2021 Jara: 28.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys com
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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyknmH®, TabaeTKH, NOKPLIThIE IVIEHOYHOI 06010uKoii, 400mr + 325mr

Batch No / Cepus Ne: V2101037 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / AHajqaTHYecKni oTueT Ne : Date of Analysis / /laTa anaim3a: 28.06.2021

890001531000, 890001530607

Date of Manufacture / Jlata npon3eoactea : Jun-2021  [Date of Expiry / Cpok rognoctu : May-2026

Analysis performed according ND / Anann3 npoeeaen nmo H/I: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3am. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/ |The retention time of the main
MoanuHHOCTL B cooTBeTCTBUM C peaks on the chromatogram of the
onucaHuem test solution should correspond to

the retention times of the peaks on
the chromatogram of ibuprofen and
paracetamol reterencce 3atandarda
sulution (seclion Assay)/

BpemeHa ypepuBaHUA OCHOBHbIX

rnKoB Ha XpomaTtorpamme
UCMBITYEMOro  pacTeopa  [AOMKHbI
COOTBETCTBOBATHL BpEMEHaM
YAEPKMBaHNA MUKOB Ha
Xpomarorpamme pacTeopa
¢TaHAAPTHBIX oBpasLos
nmhynpacheHa M NAapaleTAaMnna
(pasgen «KonuyectseHHoe
onpegeneHmey)
3 |Average weight and 975.5 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %) /
CpepHasa macca u Or 9409 wmr pgo 9991 wmr
OZHOPOAHOCTL MO (970,0 mr £ 3,0 %)
macce
18/20 tablets — NMT £ 5% /
18/20 TabneTok — He Bonee + 5 %
2/20 tablets — NMT £ 10% /
2200 vatine ok — me finnes + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
I pumeuanue: [IpoxykT cooTBeTcTBYeET Tpebopanusm HJI | 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosiieHo: IIpoBepeHo: OnobpeHo: Menemxep /
Santosh Kumar Maurya Om Prakash PykxoBoautens
@#{ @(’_Ki%/ﬂ—w L~ Pawan Kumar _,
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanu®, TabeTKH, NOKPLITHIE ILIEHOYHOH 000104K0#, 400Mr + 325Mr

Batch No / Cepus Ne ;: V2101037 Batch Quantity / O6bemM napTum :
776.000 Kg
Analytical Report No / Ananutuyeckuii oTuer No : Date of Analysis / JaTa ananmu3a: 28.06.2021

890001531000, 890001530607

Date of Manufacture / /Iata npousBoacrsa : Jun-2021 | Date of Expiry / Cpok rogsoctu : May-2026

Analysis performed according ND / Ananus nposexen mo HJI: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration / 13 minutes 08 seconds Not more than 30 minutes /
PacnagacmocTL He Gonee 30 MUH

5 |Dissolution / 96% - 101% NLT 70% (Q) C13H102 (lbuprofen)
PacisupoHing dinaolved in 30 minutca /

He meres 70 % (Q) CoaHipQo
(nbynpodeH) yepes 30 MuH

NLT 70% Q) CyHyMNO.,
98% - 105% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHgNO:
(napauetamon) yepes 30 MuH

6 |Related substances / 0.04% Tolal imnpurilies ol Ibuprofen NMT
PoacTteeHHble npumecu 1.0% / Cymma npumeceit
nbynpodeHa — He Sonee 1,0 %
0.000/1% A-aminophonol (Faracotamol

impurity) NMT 0.006% /
4-amuHoeHon (Nnpumech
napauetamona) — He bonee
0,005%

7 |Water/Boga 1.5% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [ponykT coorBercTByeT TpeboBanuam HJI | 3akaoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHoO: [TporepeHo: Ono6peHo: Menemxep /
Santosh Kumar Maurya Om Prakash PykoBoautens
= Pawan Kumar
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Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaun®, TabjeTkH, NOKPLITHIE VIEHOYHOH 000104K0ii, 400Mr + 325Mmr

Batch No / Cepus Ne : V2101037 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / AHanuTH4eckuii oTuer Ne : Date of Analysis / laTta ananusa: 28.06.2021

890001531000, 890001530607

Date of Manufacture / lata npoussoacrsa : Jun-2021  |Date of Expiry / Cpok rogHocru : May-2026

Analysis performed according ND / Anann3 nposened mo HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne [ ot 06.09.2018, u3M. Ne 2 ot 23.09.2019)

8 [Microbial limits /
Mukpoburonornyeckas
JyucToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
microbial count / MeHee 10 I(OLC/r | l& Gonee 1000 IKOLC/r
Obuee yucno
a3pobHbIX
MUWKPOOPraHN3mMoB

h) Total cnmhined | ess than 10 CFl g / Not mare than 100 CFl/g /
yeasts and manld Menee 10 KOF/r He Annee 100 KOF/r
conmt { OBIPA wiarnn
APOICKEBbIX U
rnnecHesbiX rpnbos
Absent in 1g / OTtcyTcTBYeT B |Shall be absént in 1g / OtcyTcTBUE

c) E. coli 1r BI1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanne: [poayxt cootsercTByeT Tpebosanusam HJ[ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneHo: ITpoBepeHo: Opno6peno: Menemkep /
Santosh Kumar Maurya Om Prakash PyxoBonurens

@L S ~ L~ Pawan Kumar /
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxauH®, TabjeTKkn, NOKPHITHIE NIEHOYHOH 0601049K0H, 400Mr + 325Mr

Batch No / Cepust Ne ; V2101037 Batch Quantity / O6bemM napTuu :
776.000 Kg
Analytical Report No / AnannTudecknii oruer Ne : Date of Analysis / laTta ananmu3za: 28.06.2021

890001531000, 890001530607
Date of Manufacture / Jlata npoussoactea : Jun-2021  |Date of Expiry / Cpok roanocrn : May-2026
Analysis performed according ND / Ananuz nposenen no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /

[ OgHopoAHOCTb 2.5 MokasaTens npuemnemocTn (AV)

003MpoBaHns normxkeH ObiTe He Bonee 15,0.

Ibuprofen /

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

Paracetamol / 2.4 Nokasatene npuemnemocTtu (AV)

napaueTtamon JomkeH 6biTb He 6onee 15,0.

10 |Assay/ 391.8 mg 360 to 440 mg of Cy3Hig02
KonuuecTtreHHoe (Ibuprulen) per lablel /
onpepenaHie O1 300,0 mi po 440,0 mi C13H102

(nBynpodpeH) B TabneTke

323.74 mg 2925 to 357.50 mg of CsHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO»
(mapauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: ITpogykr cootBetTcTByeT TpeGoBanusm H][ | 3akmodenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorornexo: IIposepeno: Onobpeno: Menemxep /
Santosh Kumar Maurya Om Prakash PykoBogutens

L~ Pawan Kumar O
Print Date: Print Date: Print Date:
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Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxkanH®, TabneTkn, NOKPHITHIE IJIeHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2101037 Batch Quantity / O6bem nmapTuu :
776.000 Kg
Analytical Report No / AanuTHueckuii oTyer No : Date of Analysis / lata ananuza: 28.06.2021

890001531000, 890001530607
DNate of Manufacture / [laTa npoussoacrsa : Jun-2021  [Date of Expiry / Cpok rognoctn : May-2026

Analysis performed according ND / Anamin nponeaen mo H: IT M011252/01 110717 (amend Me 1 from
06.09.2018, amend Ne 2 from 23.09.201Y/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska 10 tablets in PVC/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TabrieTok
a carton. /Mo 10 Tabnetok  |B MNBX/Al 6nucTep. Mo 1, 2 unu 20

8 MBX/Al GnucTep. Mo 1 OIMCIEpUB B 1IAYRY Kap | UHHYK)
Grivctepy B navuky BMECTE C UHCTPYKUMEN No
KapTOHHYtO BMeCTe ¢ NPUMEHEHMIO.

WHCTpYyKUM1EN Nno

NPUMEHERUIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTuu ¢ HA
13 | Storage conditions / At temperaturc not more than 25 °C. /

XpaHeH1o Mpu TeMnepaType He abiwe 25 "C.
14 | Shelf life / Cpok 5 years / 5 net

rogHocCTu
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: ITpoaykT coorBeTcTByeT Tpebopanuam HJ[ | 3akmouenue: OMNOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoaroropneHo: IIpoBepeno: Onobpeno: Menemxep /
Santosh Kumar Maurya Om Prakash PykoBoautens

L~ Pawan Kumar
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