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CERTIFICATE OF ANALYSIS

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

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknnu®, TabneTku, NOKPLITHIE MJEHOYHOI 000a04Koii, 400Mr + 325mr

Batch No / Cepusa Ne : V2101669

Batch Quantity / O6nem maptum :
776.000 Kg

Analytical Report No / AnanuTnyeckuii oTuert No :
040001452782, 890001550396

Date of Analysis / Jata ananu3za: 22.10.2021

Date of Manufacture / Jlata nponsBojcTsa : Sep-2021

Date of Expiry / Cpok roagsocru : Aug-2026

Analysis performed according ND / Ananns nposeaen mo HJI: I1 NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. No 2 ot 23.09.2019)

S. Test

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
TabneTtku kancynosugHou
dopmbl, NOKPbITbIE
NNeHOYHON obonouykom

OpPaHXeBoro LBeTa, C PUCKOWA
Ha OAHOW CTOpPOHE; Ha
nornepeyYHom paspese ~ s4po
Benoro upeTta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabretku kancynosBupaHoi
bopmMbl,  NOKPbITbIE  NNEHOYHO
0b0MoYKon OpaHXeBoro LugeTa, C
pucKkol Ha OfHOW CTOPOHE; Ha
norepeyHom paspese -  94po
6enoro unu noyTn Genoro LBeTa

Remarks : The Product conforms to ND/
Ipumeyanue: [TpoaykT cootercTByeT TpeboBanuam HJJ

Opinion : APPROVED
3akmouenue: OJTOBPEHO

Prepared by /
IMoarorosneHo:
Pardeep Kumar

n

Checked by /
IIpogepeno:
Anil Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBoautens

Pawan Kumar 0 -
awan Kum AFM

Print Date:
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CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxaun®, Tab1eTKH, NOKPHIThIE I1eHO4YHOH 000104KO0#H, 400Mmr + 325Mr

Batch No / Cepns Ne : V2101669 Batch Quantity / O0bemM napTu :
776.000 Kg
Analytical Report No / AHajiuTuyeckuii oTuyer No : Date of Analysis / JlaTa anann3za: 22.10.2021

040001452782, 890001550396
Date of Manufacture / /lata npoussoacrsa : Sep-2021 | Date of Expiry / Cpok roasoctu : Aug-2026
Analysis performed according ND / Auann3s nposeaen mo H/L: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ usM. Ne 1 ot 06.09.2018, u3m. No 2 ot 23.09.2019)

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

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

BpemeHa yQepXvMBaHUA OCHOBHbIX

MyKoB Ha XpomaTtorpamme
UCMbITYEMOro  pacTeopa  [OJKHbI
COOTBETCTBOBATH BpemMeHam
YAEPXKUBaHWSA NMKoB Ha
Xpomartorpamme pacteopa
CTaHAapTHbIX oGpasuos
umbynpodheHa w1  napaueTamona
(pasgen «KonnyecteeHHoe
onpenenexuer)
3 |Average weight and 971.7 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %) /
CpepHasa macca u Or 9409 wmr po 9991 wr
OfHOPOAHOCTL NO (970,0 mr = 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 TabneTok — He Gonee £ 5 %
2/20 tablets — NMT = 10% /
2/20 Tabnetok — He 6onee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr cooteTcTBYeT TpeboBauuam HJI | 3axmodenune: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loproroeneHo: IIpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Anil Kumar PykoBoaurens
. (X 1 Pawan Kumar i)
Print Date: Print Date: Print Date:
Jara: 22.10.2021 Hara: 22.10.2021 Hara: 22.10.2021
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Distt. Sotan, H.P., 173 205, INDIA
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CEPTU®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxann®, TabneTku, NOKPLITHIE MUIEHOYHOI 060,104Ko0i1, 400Mr + 325Mmr

Batch No / Cepus Ne : V2101669

Batch Quantity / O6bem napTumn :
776.000 Kg

Analytical Report No / Ananutuyeckmii oryet No :
040001452782, 890001550396

Date of Analysis / laTa ananu3za: 22.10.2021

Date of Manufacture / lata npon3soacrea : Sep-2021

Date of Expiry / Cpox roasocrn : Aug-2026

Analysis performed according ND / Ananuz nposeaen o H: [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)

4 |Disintegration /
PacnapgaemocTb

12 minutes 00 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /

97% - 99%

NLT 70% (Q) Ci3H102 (Ibuprofen)

PoacTBeHHble npumecu

PacTsopeHue dissolved in 30 minutes /

He wmeHee 70 % (Q) C13H1302
(Bynpochen) yepes 30 MuH
NLT 70% Q) CsHoNO;

96% - 102% (Paracetamol) dissolved in 30
minutes /
He wmeHee 70 % (Q) CBH9N02
(napaueTtamon) yepes 30 MuH

6 |Related substances / 0.04% Total impurities of Ibuprofen NMT

1.0% / Cymma npumeceit
nbynpodeHa — He Gonee 1,0 %

0.001% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHobeHon (npumeck
napaueTtamona) — He 6onee 0,005%

7 |Water/Bopga 1.7 % Not more than 5.0% /

He Gonee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanue: [TpoaykT cooTBeTcTBYET TpeboBanusm HJT

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by /
IloarorosieHo:
Pardeep Kumar

=l

=

Checked by /

ITpoBepeHno:
Anil Kumar
o

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens
Pawan Kumar \)

Print Date:
Hara: 22.10.2021

Print Date:
Hara: 22.10.2021

Print Date:
Harta: 22.10.2021
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CEPTHOHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxanu®, TabaeTku, NOKPLITHIE MIEHOYHOH 060,104K0M, 400Mr + 325Mr

Batch No / Cepust Ne : V2101669 Batch Quantity / O6bem maprum :
776.000 Kg
Analytical Report No / AHaauTHYecknii oTuer Ne : Date of Analysis / laTa ananuza: 22.10.2021

040001452782, 890001550396

Date of Manufacture / Jlata npousBojcrsa : Sep-2021  |Date of Expiry / Cpok rogHocTH : Aug-2026
Analysis performed according ND / Ananus nposenen mo HJI: [T NO11252/01-110717 (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 /
Mukpobronoruyeckas
yncToTa

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
O6uwee yncno
a3pobHbIX
MWUKPOOPraHN3MoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/r He 6onee 100 KOE/r
count / Obulee 4yncno
OPO}CKEBbIX U
nnecHeBsbIX rpubos
Absent in 1g/ OtcytctByeT B Shall be absent in 1g / OtcyTcTBYE B

c) E. coli 1r 1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TponykT cootBercTBYeT Tpebopanuam HJI | 3axmodenne: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: IIpoBepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Anil Kumar PykoBouTens

b L\T 1 Pawan Kumar )

= — A

Print Date: Print Date: Print Date:
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanH®, TabaeTKH, IOKPBIThIE MJIEHOYHOH 06004K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101669 Batch Quantity / O0bem napTus :
776.000 Kg
Analytical Report No / Ananutudeckuii orger No : Date of Analysis / laTta anaam3a: 22.10.2021

040001452782, 890001550396
Date of Manufacture / Jlata npoussoacrsa : Sep-2021 | Date of Expiry / Cpok roxsocrn : Aug-2026
Analysis performed according ND / Ananu3 nposenen mo HJI: [T NO011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. 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 /
/ OaHOpPOAHOCTb 1.6 MokazaTenb npuemnemocty (AV)
[o3npoBaHng JomKkeH ObiTb He Gonee 15,0.
Ibuprofen /
nbynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.5 Mokasatens npuemnemocTn (AV)
napaueTtamorn nomkeH ObiTb He Oornee 15,0.
10 |Assay/ 393.9 mg 360 to 440 mg of Ci3H50;
KonuuvecteeHHoe (Ibuprofen) per tablet /
onpeaeneHne Ot 360,0 mr go 440,0 mr Cy3H1s02
(nBynpodheH) B TabneTke
321.22 mg 292.5 to 357.50 mg of CsHoNO;
(Paracetamol) per tablet /
OT1 292,5 mr po 357,5 mr CsHoNO2
(napauetamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr coorBerctByeT TpeGoBannsam HJl | 3akmovenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: [IposepeHo: Opnobpeno: Menemxep /
Pardeep Kumar Anil Kumar PykoBouTens

) "i Pawan Kumar )
Print Date: Print Date: Print Date:
Hara: 22.10.2021 Jara: 22.10.2021 Hata: 22.10.2021
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? o@® Formulation Unit-6
Dr‘ Reddy s ‘.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

- Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyk1uH®, Tab1eTKH, NOKPHITHIE [L1IEHOYHOI 060/10uK0#i, 400Mr + 325Mr

Batch No / Cepust Ne : V2101669 Batch Quantity / O6bem mapTu :
776.000 Kg
Analytical Report No / AHanuTu4deckuii order Ne : Date of Analysis / {ata anannsa: 22.10.2021

040001452782, 890001550396

Date of Manufacture / lata npoussoactsa : Sep-2021 | Date of Expiry / Cpok roanocrn : Aug-2026
Analysis performed according ND / Anaaus nposeaen 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, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/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 TabneTok
a carton. /o 10 Tabnetok  |B MBX/Al 6nuctep. Mo 1, 2 unun 20

B MBX/Al 6nncTep. Mo 1 BrUCTEPOB B NaYKy KAPTOHHYLO
GrnmcTepy B navky BMECTe C MHCTPYKUMER no
KapTOHHYIO BMECTe ¢ NPUMEHEHMIO.

WHCTpYKUMEn no

NPUMEHERMIO.

12 | Labeling / Mapkuposka | According to ND / B cootBetctaum ¢ HJ

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

XpaHeHue [Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years / 5 net
roaAHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Iponykrt coorseTcTBYeT TpeboBanuam HJ | 3akmouenne: OIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: IIpoepeno: Onobpeno: Menemxep /
Pardeep Kumar Anil Kumar PykoBogutenb
i @“/( Pawan Kumar )
f’..‘\*?.ﬂe-#'
Print Date: Print Date: Print Date:
Jara: 22.10.2021 JlaTa: 22.10.2021 Hara: 22.10.2021
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