Dr.Reddy’s “:‘

CERTIFICATE O ANALYSIS
CEPTU®UKAT AHAJIM3A

Product : Ibuclin, [ilm-coated tablets 400 mg + 325 mg
N6ykann®, Ta61eTKH, NOKPHITHIE MeH04Hoil 060104uK0ii, 400Mr + 325mr

Batch No / Cepus Ne : V2101043 Batch Quantity / O6bem mapTuu :
776.000 Kg
Analytical Report No / AnanurHyeckuii oruer Ne : Date of Analysis / laTa ananuza: 12.07.2021

890001533718, 890001533753 )
Date of Manufacture / Tara upoussopcrsa : Jun-2021 | Date of Expiry / Cpuk 1oasoeiu : May-2020

Analysis performed according ND / Anaaus nposenen no HJT: ITNO11252/01-110717/ (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 or 06.09.2018, usm. Ne 2 ot 23.09.2019)

S. Test Result Specification

1 |Description / Onucanne |Capsule-like orange-coloured|Capsule-like orange-coloured film-
film-coated one-side scored|coated one-side scored tablets:
tablets; on cross section- white to off-white
on cross section- white core /|core / TabneTku KancynoBuOHO
TabneTkn KancynosuaHoW |bopmbl,  MOKPLITbIE  MNEHOYHOM

hopmMbl, MOKPbITble (0BOMOYKOA OpaHXeBoro LUseTa, ©
NIIEHOYHON 00OmMOYKON|pUCKO Ha OAHOW CTOPOHE;, Ha
OpaHXeBoro LBeTa, C PUCKOW|MONEpeYHoM  paszpeze  —  sapo
H3 odHoll  oTopoIic; 11a(benoro UMK NOYT b&noro LpaTa

NonNepeyHom paspese — A4po
Oenoro UseTa

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeyanue: [poaykr cootBetcTByeT TpeGosanuam HJI | 3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarorosneHo: IIposepeno: OnobpeHo: Menemxep /

Himesh Kumar Anil Kumar PykoBoautens
Og-'”_:a Amit Kumar P()

Print Date: Print Date: Print Date:

Hata: 12.07.2021 Hara: 12.07.2021 Hata: 12.07.2021

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
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJHN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanH®, TabaeTKH, NOKPHITHIE MJIEHOUHOH 000104K0i1, 400Mr + 325Mmr

Batch No / Cepus Ne : V2101043 Batch Quantity / O6bem nmaprnu :

776.000 Kg
Analytical Report No / Anasmaruuecknii otaer Ne : Date of Analysis / /lara ananuza: 12.07.2021
890001533748, 890001533753

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

Analysis performed according ND / Ananus nposenen no HJl: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 oT 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 [dentification / a) Complies as prescribed/ |The retention time of the main
MoAnuHHOCTL B cooTtBeTCcTBUM C peaks on the chromatogram of the
onncaHmem test solution should correspond to

the retention times of the peaks on
the chromalogram ol ibupruefun amd
paracetamol reterence etandarde
solution (section Assay)/

BpemeHa yaepXvBaHUS OCHOBHbIX

NUKoB Hd APUME 10 paMmE
WOMLITYCMOro  pacToopa  AOMmMKHLI
COOTBETCTBOBATH BpeMeHam
yaepKnBaHUs NUKOB Ha
YPNMATAFNAMME PACTROPA
CTAHAANTHRIY NApA3INR
noylpudeHa v LidpaUR 1 dmosE
(pasnen «KonuyecteeHHoe
ornpegeneHney)
3 |Average weight and 971.3 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %) /
CpenHsis macca 1 Or 9409 wmr po 9991 wmr
OAHOPOAHOCTL MO (970,0 Mr £ 3,0 %)
mMacce
18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Borniee = 5 %
2/20 tablets — NMT 1 10% /
2/20 TabneTtok — He 6onee + 10 %
Remarks @ The Product conforns to NI/ Opinion : APPROVED
ITpumeuanue: [poaykT cootBercTByeT Tpebosanusam HJ | 3axmouenue: OJOBPEHO
Prepated by / Checked by / Approved by: Manager/Executive /
Ioaroroenexo: ITporepeno: Ono6peno: Meunemxep /
Himesh Kumar Anil Kumar PykoBoautens N
Amit Kumar
N B ﬁ\ t ‘&//
Print Date: Print Date: Print Date:
Jara: 12.07.2021 Hara: 12.07.2021 Hara: 12.07.2021

Registered Office: 8-2-337, Ruad No. 3, Baujuia Hills, Hydeiabad - 500034, AP, India
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Qe
Dr.Reddy’s ¥

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOykaun®, T26/1€TKH, DOKPHITHIE IIEHOYHOM 060104K0ii, 400MT + 325Mr

Batch No / Cepust Ne : V2101043 Batch Quantity / O6beM mapTum :
776.000 Kg

Analytical Report No / AHaquTH4YecKkuii oTuer No :
890001533748, 890001533753

Date of Analysis / Jlata ananuza: 12.07.2021

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

Analysis performed according ND / Ananns nposenen no IIJ: T1N011252/01-110717 (amend Ne 1 [rom

06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
Pactiggaomutib

14 minutes 44 seconds

Not more than 30 minutes /
He Gonee 30 muH

Nissalotien
PacTRopeHua

Related substances /

e

PoncrBeHHble npumvecu

w7

1007

98% - 103%

U.U3%

0.0002%

MNIET 70% (6) CoH WO, (Thuprnfrn)
dissolved in YU minutes /

He meHee 70 % (Q) C13H1302
(nBynpodbeHr) yepes 30 MuH

NLT 70% (Q) CsHgNO-
(Paracetamol) dissolved in 30
minutes /

He menee /U Y% (W) CsHaNU,
(mapauetamon) yepes 30 muH

I otal impurities of Ibuproten NMT
1.0% / Cymma npumecei
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHobeHon (Npumect
napaueTamorna) — He Gonee
0,005%

7 |Water/Bopa

1.4 %

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

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykr cootBeTcTBYeET TpeGoBanuam HJI

Opinion : APPROVED
3aknwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IloaroroBneHo: IIposepeHo: Opnobpeno: Menemkep /

Himesh Kumar Anil Kumar PykoBogurens
C;j/—’/ﬁ! Q\J Amit Kumar P"///\ _

Print Date: Print Date: Print Date:

Hara: 12.07.2021

Hara: 12.07.2021

Hara: 12.07.2021

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

CIN: L85195AP1984PLC004507
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Qe
Dr.Reddy’s ‘,‘o

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyxknnH®, TabJeTKH, NOKPBIThIE NIEHOYHOH 000/104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101043 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / AHanuTH9ecKHii oTueT Ne : Date of Analysis / lara ananu3a: 12.07.2021

890001533748, 890001533753

Date of Manufacture / laTa nponsBoactsa : Jun-2021  |Date of Expiry / Cpok rognoctu : May-2026

Analysis performed according ND / Ananu3 npopegen no H: T N011252/01-110717 (amend Ne 1 from
06,09,2018, amend Ne 2 from 23.09.2019/ vam. No 1 o 06 09 2018 urm No 2 at 23 N9 2019)

8 |Microbial limits /
Mukpobuonoruyeckas
yncToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / MeHee 10 KOE/r - He 6onee 1000 KOE/r
O6uwee vncno
a3pOoBHbIX
MWKPOOPraHM3MoB

b) Total combined Less than & CFU/Y / Noul more than 100 CFU/g /

yeasts and mould Menee 5 KOE/r He 6onee 100 KOE/r

count / OSLU&e Yneno

OPONOKEBbBIX 1
NNecHeBbIX rpUboB

' Absent in 1g / OtcyTctyeT B |Shall be absent in 1g / OTtcyTcTaue

c) E. coli 1r B1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Iponykt coorBercTByeT Tpebosanuam HJl | 3akaouenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: IIposepeHo: Ono6peno: Menemxkep /
Himesh Kumar Anil Kumar PykoBonuTens
' Amit Kumar /N
=l AV N
Print Date: Print Date: Print Date:
Jlara: 12.07.2021 Hara: 12.07.2021 Hara: 12.07.2021

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
CIN: L85195AP1984PLC004507
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@
Dr.Reddy’s ‘f‘.‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaun®, TabaeTKu, NOKPHLIThIE MJIeHOYHO0# 06004K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2101043 Batch Quantity / O6bem napTum :
776.000 Kg
Analytical Report No / Ananuruyecknii oruer Ne : Date of Analysis / lata ananuza: 12.07.2021

890001533748, 890001533753

Date of Manufacture / Jlata npoussoactea : Jun-2021  |Date of Expiry / Cpok rognocru : May-2026

Analysis performed according ND / Ananus nposeaen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

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

/ OpHOPOLHOCTL 2.0 MokasaTtens npuemnemocTu (AV)

003upoBaHnsa Lomken bblTb He Donee 15,0.

Ibuprofen /

nhynpacheH Acceptance valua (AV) shauld ha
not more than 15.0 /

Paracetamol / 1.7 MokasaTene npueMmnemocTtun (AV)

napawueTamorn nomxeH ObITb He Bornee 15,0,

10 |Assay/ 389.4 mg 360 to 440 mg of Ci3H402
KonuuecteeHHoe (Ibuprofen) per tablet /
OHPEFRHIAR 07 360,0 Mr go 440,0 mr CsH 0y

(néynpodreH) B TaGnaTre

324.54 mg 292.5 to 357.50 myg of CgHgNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO»
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykt cootBerctByet TpeGosanusam HJ[ | 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toaroropneno: IIposepeno: Onobpeno: Menemxep /

Himesh Kumar Anil Kumar PykoBoaurens N
c}é’/; Q/\b Amit Kumar /V/

Print Date: Print Date: Print Date:

Hara: 12.07.2021 Hata: 12.07.2021 Hara: 12.07.2021

Registered Office; 8-2-337. Road No, 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tol. 91 10 1900 2500, Pux. 91 10 1900 20988, Tinall, wiallfgieddys.cuin
CIN: L85195AP1984PLC004507
www.drreddys.com



Do
Dr.Reddy’s ‘%

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknuu®, TablieTKU, MOKPbIThIE NJeHOYHO 0600uKkoii, 400mr + 325mr

Batch No / Cepust Ne : V2101043 Batch Quantity / O6bem napruu :
776.000 Kg
Analytical Report No / Ananuru4deckuii oryer N : Date of Analysis / laTa ananmuza: 12.07.2021

890001533748, 890001533753
Date of Manufacture / laTta nponsBoactsa : Jun-2021 |Date of Expiry / Cpok rogaoctu : May-2026

Analysis performed according ND / Ananu3 nposeaen no HJ[: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Neo 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka | 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 leafletin |leaflet in a carton. / [No 10 TabneTok
a carton. / I'lo 10 Tabnetok |B NBX/Al 6nnctep. llo 1, 2 unu 20

R LIBX/AI AARATAN 1A MAMATANAR R RAUKY KANTAHHY
6nucTepy B nadky BMECTe C UHCTPYKLIMEN no
KapTOHHYH BMEcTe C MPUMEHEHUIO.

MHCTpYKUMEN Nno
NMPUMEHEHWIO.
12 | Labeling / Mapkuposka | According to ND / B cooteeTcTBuUM ¢ H]

13 | Storage conditions / At temperature not more than 25 °C. /

XpAaHeHuR M1 19mN9Ps 1 Ye HY Bsiwe 25 "C,
14 | Shelf life / Cpok 5years /5 net

rofHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanwue: [Ipoaykt cootBercTByeT Tpebopanuam HJI | 3akimodyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIposepeHo: Onobpeno: Menemxep /
Himesh Kumar Anil Kumar PykoBoautens

o ) — Amit Kumar
, @‘_,{1 2 g il

Print Date: Print Date: Print Date:
Hara: 12.07.2021 Hara: 12.07.2021 Hara: 12.07.2021
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