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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6yKkauu®, TabaeTku, IOKPhIThIe IIEHOYHO#H 000104K0i, 400mMr + 325mr

Batch No / Cepust Ne : V2101205 Batch Quantity / O6beM napTum :
776.000 Kg

Analytical Report No / AnanutHyecknii oruer N : Date of Analysis / JlaTa ananau3za: 20.07.2021

890001535070, 890001535299

Date of Manufacture / Jlara npouspoacrsa : Jun-2021  [Date of Expiry / Cpok roguoctu : May-2026

Analysis performed according ND / Anaau3 nposegen no HJI: [TN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S. Test Result Specification

1 |Description / Onucanue |Capsule-like orange-coloured

film-coated one-side scored
tablets;
on cross section- white core /

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KancynoBuAHOWN

TabneTku KancynoBugHoO |opMbl,  MOKPbITbIE  MIIEHOYHON
thopmbl, NnoKpbITbie |060NOYKON OpaHXeBoro LBeta, C
nreHoYHOM 00O0MOYKON|PUCKOR Ha OAHOW CTOPOHE; Ha

OpaHXeBOTO LiBeTa, C pyUCKoi|nonepeyHom paspese — AP0
Ha OOHOW CTOpPOHe; Ha|Gernoro uny nouTy Genoro ueeTa
nonepevyHom paspese — s4po
Benoro useTa

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorsercTByeT Tpeboanmsam HII

Prepared by / Checked by /
IToarorosnieHo: [TposepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoauTens

Approved by: Manager/Executive /

C:‘;*»L/’_Q Pavan Kumar Sharma
£ - e
[ - =
Print Date:

Print Date: Print Date:
Hara: 20.07.2021

Jara: 20.07.2021 Harta: 20.07.2021

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



@o
Dr.Reddy’s Q'o

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabneTKM, OKPbIThIE IIEHOYHOH 060049K0i, 400Mr + 325mMr

Batch No / Cepust Ne : V2101205 Batch Quantity / O6bem naptTumu :
776.000 Kg
Analytical Report No / AHaauTH4YecKuii oT4eT Ne : Date of Analysis / laTa anannsa: 20.07.2021

890001535070, 890001535299

Date of Manufacture / lata nponssozctsa : Jun-2021 | Date of Expiry / Cpox roanocru : May-2026

Analysis performed according ND / Ananus nposegen no H/I: IINOI 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nam. 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
MoanuHHOCTL B cooTBeTCTBUM C peaks on the chromatogram of the
onucaHnem test solution should correspond to

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

BpemeHa yaepKusaHus OCHOBHbIX

MnKoB Ha Xpomartorpamme
UCMBITYEMOro  pacTeopa LOMMKHbI
COOTBETCTBOBATb BpemeHam
yaepKuBaHus nMKoB Ha
Xpomartorpammve pacTBopa
cTaHAapTHBIX obpasuos
ubynpocdeHa 1 napauetamona
(pasgen «KonnyectBeHHOE
onpeaeneHve»)
3 |Average weight and 971.0 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg £+ 3,0 %) /
CpepHaa macca u Or 9409 wMr pgo 9991 wr
OLHOPOAHOCTbL MO (970,0 mr £ 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 Tabretok — He Bonee + 5 %
2/20 tablets — NMT £ 10% /
2/20 TabneTtok — He Gonee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyanue: [IpoAyKT cooTBeTcTBYET TpeGopanusm HI[ | 3akmoyenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: ITpoeepeHo: Opo6peno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoautens
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykAuH®, TabaeTKH, MOKPLITHIE LIeHOUHOi 060104K0M, 400Mr + 325Mr

Batch No / Cepusa Ne : V2101205 Batch Quantity / O6bem mapTHH :
776.000 Kg

Analytical Report No / AnanuTudeckuii order Ne :
890001535070, 890001535299

Date of Analysis / laTa anaansza: 20.07.2021

Date of Manufacture / lata npoussogcrtsa : Jun-2021 | Date of Expiry / Cpok rognoctu : May-2026

Analysis performed according ND / Ananns npoeeges mo HJI: T1N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

12 minutes 00 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactsopeHue

97% - 102%

98% - 103%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H1gO2
(nbynpodbeH) yepes 30 MUH

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

He meHee 70 % (Q) CsHoNO:

(napauetamon) yepes 30 MUH

6 |Related substances/
PogcTteeHHble npumecu

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHogeHon (NprMech
napaueTamona) — He bonee
0,005%

7 |Water / Boga

1.7 %

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

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykT cooTBeTcTBYeET TpeboBaHusam HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToaroroBnieHo:
Pardeep Kumar

=l

Checked by /
[Iposepeno:
Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoaurens

Pavan Kumar Sharma

Print Date:
Hara: 20.07.2021

Print Date:
Hata: 20.07.2021

Print Date:
JHata: 20.07.2021
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Dr.Reddy’s Q'!'

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkauH®, Tab1eTikH, MOKPLITHIE IIEHOUHOH 000/104K0#, 400mr + 325Mr

Batch No / Cepust Ne : V2101205 Batch Quantity / O6nLem mapTuu :
776.000 Kg
Analytical Report No / AHanHTHYeCKHH oTyeT Ne : Date of Analysis / JlaTa ananu3za: 20.07.2021

890001535070, 890001535299

Date of Manufacture / JIata npoussoactsa : Jun-2021 |Date of Expiry / Cpox rogsoctu : May-2026

Analysis performed according ND / Anamus nposeaen mo HJ: IIN011252/01-110717 (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)

8 |Microbial limits /
Mukpobuonorudeckas
yncroTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
microbial count / Menee 10 KOE/r He Gonee 1000 KOE/r
O6Lee yucno
a3pobHbIX
MUKPOOPraHn3mMoB

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 / Obuiee 4uucno
OPOMOKEBLIX N
rnsiecHeBbIX rpnboB
Absent in 1g/ OtcyTtcteyeT B |Shall be absent in 1g / OTcyTcTBUE

c) E. coli 1r B1r

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: IIpoaykr cootseTcTByeT Tpebopanusm HJI | 3axmouenue: ONOBPEHO

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

[ToarorosneHo: ITposepeHo: Omo6peHo: Menemxep /

Pardeep Kumar Himesh Kumar PyxoBoautens
\_/J—’//_,;—; Pavan Kumar §hanna
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknun®, TabneTkH, IOKpLIThIE IIEHO4HOH 0601049K0ii, 400mr + 325mr

Batch No / Cepusa Ne : V2101205 Batch Quantity / O6bem napruu :
776.000 Kg
Analytical Report No / AHaauTHyecknii order Ne : Date of Analysis / JlaTta ananuza: 20.07.2021

890001535070, 890001535299

Date of Manufacture / Jlata nponssoactsa : Jun-2021  [Date of Expiry / Cpok rogsoctd : May-2026

Analysis performed according ND / Anasnus nposegen mo HJI: I 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 /

/ OQHOpPOAHOCTL 2.8 MokasaTenb npuemnemocTty (AV)

[,03UpoBaHusA AorkeH OblTe He 6onee 15,0.

Ibuprofen /

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

Paracetamol / 29 MokasaTenb Npuemnemoctu (AV)

napauetamon AorvkeH bbiTk He Bonee 15,0.

10 |Assay/ 395.6 mg 360 to 440 mg of Ci3HisO2
KonuyectseHHoOE (Ibuprofen) per tablet /
onpepeneHve OT 360,0 mr go 440,0 mr C3H102

(n6ynpodbeH) B TabneTke

324.70 mg 292.5 to 357.50 mg of CsgHsNO2
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO>
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanne: [TpoaykT cooteercrayer TpeGosanuam HJI | 3axmouenue: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBJeHo: [IpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTenb

C:‘;"i/— — Pavan Kumar Shgrma
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaua®, TabieTKH, NOKPbITbIE NIeHOYHOH 060104KOi, 400MT + 325mMr

Batch No / Cepust Ne : V2101205 Batch Quantity / O6bem naprtuu :
776.000 Kg
Analytical Report No / Avasurndeckmii oTyer No : Date of Analysis / [laTa ananusa: 20.07.2021

890001535070, 890001535299

Date of Manufacture / Jlata npoussoacrsa : Jun-2021  [Date of Expiry / Cpok rogHoctu : May-2026

Analysis performed according ND / Auasnu3 nposenaet mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

11 | Package / Ynakoska |10 tablets in PVC/AI blister. |10 tablets in PVC/Al blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leaflet in a leaflet in a carton. / Mo 10 TabneTok
carton. / INo 10 TabneTok B B MBX/Al 6nuctep. Mo 1, 2 unu 20
MBX/Al 6nuctep. Mo 1 OnncTepoB B Nayky KapTOHHYHO
onvicTtepy B nadky BMECTE C MHCTPYKUMEN Mo
KapTOHHYI BMECTE C NMPUMEHEHMIO.

WHCTPYKUWENR No
NPUMEHEHMIO.

12 | Labeling / Mapkuposka| According to ND / B cootBetcTBum ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHne Npy TemnepaType He Bbitle 25 °C.
14 | Shelf life / Cpok 5years /5 ner

rogHocTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [TpoaykT cooTBeTcTByeT TpeGosanusam HJI | 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurens

L M Pavan Kumar Sharma
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