Be
Dr.Reddy’s Q;"

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyxina®, Tab1eTKH, NOKPLITHIE IUIEHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2100007 Batch Quantity / O6bemM napTuu :
776.000 Kg
Analytical Report No / Anajgutiuueckunii oruer Ne : Date of Analysis / laTa anann3a: 31.01.2021

890001502306, 890001501998

Date of Manufacture / Jlata npoussoacrsa : Jan -2021 |Date of Expiry / Cpok rogaocts : Dec-2025

Analysis performed according ND / Anann3 nposexen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

S. Test Result Specification

1 |Description / OnucaHue [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 KancynoBuaHOR
Tadnetku KancynoBuaHOW | pOpMbl,  NOKPbITEIE  MIEHOYHOM

cdhopmbl, MOKpPbITble | 0BONOYKON OpaHXeBOro LBETa, ¢
NAeHoYHOU 000noYKon |puckoiA Ha OJHON CTOPOHE, Ha
OpaHXeBoro LIBETa, C PUCKOM NornepeyHom paspese —  S4po

Ha oJHOW cTopoHe; Ha|Benoro unu noytu 6enoro useTa
nonepeYyHomM paspese — A4po
Henoro useTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykt cootBeTcTBYET TpeboBanuam HJl | 3axmouenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: Ilposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurenn

- w\ e Ajay Sharma @n
Print Date: Print Date: Print Date:
Hara: 31.01.2021 Jara: 31.01.2021 Jlara: 31.01.2021

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
CEPTUDPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyxanH®, TabJeTKH, HOKPLIThIE ILIEHOYHOH 000104K0ii, 400Mr + 325Mmr

Batch No / Cepust Ne : V2100007 Batch Quantity / O0bem naprTuu :
776.000 Kg
Analytical Report No / Ananurnuecknii orger No Date of Analysis / laTa ananusa: 31.01.2021

890001502306, 890001501998

Date of Manufacture / laTa nponssoactsa : Jan -2021 | Date of Expiry / Cpok roaunocrn : Dec-2025

Analysis performed according ND / Anann3s nposeaen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

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

the retention times of the peaks on
the chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxuBaHusi OCHOBHbIX

nnKoB Ha Xpomarorpamme
UCMbITYEMOro pacTeopa AOSDKHbI
COOTBETCTBOBATH BpemeHam
yAepxunsaHus M1KOB Ha
XpOMATOrpAMME pacTROpa
CTaHAAPTHbBIX oOpastjoe
uwbynpodalia W napalcTAMANN
(paspen «Kusimyet 1 BeHHUR
onpenereHve)
3 |Average weight and 971.3 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg £ 3,0 %) /
CpepHsast macca u Or 9409 wmr go 9991 wmr
OAHOPOLHOCTL MO (970,0 mr + 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Gonee = 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He Bonee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeqanue: [Ipoayxr coorBercTBYeT TpeboBannam HJ[ | 3axkmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: IIpoBepeHo: Onobpeno: Meunemxep /
Pardeep Kumar Himesh Kumar PykoBonutenp
j/ — | ~— | Ajay Sharma
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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknna®, TabneTkH, NOKPHIThIE MJIEHOYHOH 000104K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2100007 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / AHauTHYecKHif oTueT Ne : Date of Analysis / JlaTa ananu3za: 31.01.2021

890001502306, 890001501998

Date of Manufacture / Jlata npoussoacrsa : Jan -2021 |Date of Expiry / Cpok roanocts : Dec-2025

Analysis performed according ND / Ananu3s npoBexen mo H: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 Disintegratlon / 'l minutes 50 seconds  [Not more than 30 minutes /
Pacnapaemocts He 6onee 30 MuH

% |Dlssolullon / o7y, - 101% L1 /0% (1) Gigl gtz (Ibuproten)
PacteopeHne dissolved in 30 minutes /

He meiiee 70 % (Q) GagHagUy
(nbynpodpen) uepes 30 MUH

NLT 70% (Q) CsHoNO;
100% - 104% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHgNO,
(napaueTtamon) yepes 30 MUH

6 |Related substancoe / 0.04% Total impuritica of Ibuprofen NMT
PofcTBeHHBIE NpUMecK 1 0% / Cymma npumecen
nGynpudreHa — He Ouliee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amunHodeHon (npumech
napaueTamona) — He bonee
0,005%

7 |Water/Bopa 1.2% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanmue: [Tponykr coorsercTByeT TpeboBauusam HJl | 3akmouenue: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IIpoBepeno: Onobpeno: Menemkep /
Pardeep Kumar Himesh Kumar PykoBoautens
" L ﬁJ _——, | Ajay Sharma
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Dr.Reddy’s ‘.:..

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6yxkaun®, Tab1eTKH, IOKPLITHIE IIEHOYHOMH 000104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2100007 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / AHanuTHYecKHii oTyeT Ne : Date of Analysis / lata ananu3a: 31.01.2021

890001502306, 890001501998

Date of Manufacture / lata npousBoacTsa : Jan -2021 |Date of Expiry / Cpok rogaoctH : Dec-2025

Analysis performed according ND / Anamm3 nposenen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8 [Microbial limits /
Mukpobuonoruyeckas
ynucroTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6Lee yncno
a3pobHbIX
MUWKpPOOPraHu3mMoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould Menee 5 KOE/r He 6onee 100 KOE/r
count / O6Lyee yncno
APONOKEBBIX W
nrecHeBbIX rPUGOoB
Absent in 1g / OtcytcTeyet B |Shall be absent in 1g / OtcyTcTBure

c) E. coli 1r B1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IponykT coorBercTByeT TpeboBanusam HJ[ | 3akmouenue: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: IIpoeepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar Pykosopurens

(:i_. S— | i Ajay Sharma (&"/
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Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxknuH®, Tab/eTKH, NOKPHIThIE MJIEHOYHOI 000.104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2100007 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / Ananutudeckuii oruer Ne : Date of Analysis / JlaTa ananu3a: 31.01.2021

890001502306, 890001501998

Date of Manufacture / laTta npousgoactsa : Jan -2021 | Date of Expiry / Cpox rogaoctn : Dec-2025

Analysis performed according ND / Anann3 nposeges mo H/: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

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

/ OpHOpoAHOCTb 2.3 Mokasatenb npuemnemoctu (AV)

[03npoBaHus 0OomKeH 6biTh He Bonee 15,0.

lhuprofen /

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

Paracetamol / 2.3 MNokaszatens npuemnemocTy (AV)

napaueramon JorkeH 6eiTb He 6onee 15,0.

10 |Assay/ 401.4 mg 360 to 440 mg of Cq3H02
KonuyecteseHHOE (Ibuprofen) per tablet /
onpeaenexHue OT1 360,0 mr go 440,0 mr C13H4502

(nbynpodheH) B Tabnetke

326.88 mg 292.5 to 357.50 mg of CgHsNO;
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHoNO;
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr coorBercrByet Tpebopanusam HJ[ | 3axkmovenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMToarororneHo: [TpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurens
i/~ ﬁj P Ajay Sharma
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[ 1)
Dr.Reddy’s ‘,‘.’

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

I'roduct : Ibuclin, film-coated tablets 400 mg -+ 325 g
Hoyxknua®, Tab1eTKH, HOKPBITHIE INIEHOYHOH 060J104K0H, 400Mr + 325Mmr

Batch No / Cepusi Ne : V2100007 Batch Quantity / O6bem napThu ;
776.000 Kg
Analytical Report No / AHamuTH9eckmii oryer Ne : Date of Analysis / laTa ananun3za: 31.01.2021

890001502306, 890001501998

Date of Manufacture / /laTta nponsBoactsa : Jan -2021 | Date of Expiry / Cpox rognocth : Dec-2025

Analysis performed according ND / Anaans nposenen mo H: [TN011252/01 110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09,2019/ u3m. Ne 1 ot 06.09.2018, nam. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska | 10 tablets in PVC/Al 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patlent Information leaflet in |leaflet in a carton. / Mo 10 TabneTok
acairlun. /Mo 10 1abngior (B MNBA/AI Ghiveiep. Mo |, 2 unn 20

r MRX/AI finerep. Mo | AnucTepos B Nadky KapTOHHYIO
BrnmcTepy B nayky BMECTE C MHCTPYKUMEN No
KapTOHHYIO BMecTe C NPYUMEHEHNIO.

UHCTPYKLMENR Mo

NPUMEHEHUID.

12 | Laboling / Mapiwpobia | Accuiding lu ND /D cuuiseicisim o 110
13 | Storage conditions / At temperature not more than 25 “C. /

XpaHeHve Mpn TemnepaType He Bhile 25 °C.
14 | Shell hle / Cpok b ycars /5 net
rOQHOCTM .
Remarks : ‘The Product contorms to ND/ Opinion 1 APPROVED
IIpumeuanne: [Iponykr coorBercTByet TpeGopanusm H]I | 3akmouenune: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar Pykxoroaurenn
P .o Y —_— Ajay Sharma
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