Dr.Reddy’s ‘

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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxanu®, TaG1eTkU, IOKPHIThIe NIeHOYHOH 000104K0H, 400Mr + 325Mmr

Batch No / Cepusi Ne : V2200401

Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AHannTH4Yecknii oTyeT Ne :
040001538407, 890001578553

Date of Analysis / [laTa ananuza: 14.03.2022

Date of Manufacture / [laTta npou3Boacrsa : Feb-2022

Date of Expiry / Cpok roguoctu :Jan-2(27

Analysis performed according ND / Ananu3 nposeaes no HJ/: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

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

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

Tabnetku  KancynosuaHoOW
copmbl, NoKpbITbIE
NNeHoYHown obornouykoi

OpaH;XeBoro LUBeTa, ¢ PUCKON
Ha OOHOW CTOpPOHE, Ha
rnonepeyHoM paspese — S4po
Oenoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtknm KancynoBuUgHON
dopMbl,  NOKPbITbIE  MINEHOYHON
oBonoykon opaHXeBoro LuseTa, C
pUCKOW Ha OOHOWN CTOPOHE; Ha
nornepe4yHoMm paspese — a[po
Oenoro v no4ytn 6enoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cootBeTcTBYET TpeboBaHusam HJJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo:

Checked by /
[Ipoeepeno:Naresh Kumar

3

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBozutens g )
Pavan Kumar Sharma lf/r:;::_

m

Ankit [
Print Date:

Hara: 14.03.2022

Print Date:

Jata: 14.03.2022

Print Date:
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

HNoyxauH®, Ta01eTKH, IOKPHITHIE ILIEHOYHOH 000/104K0ii, 400mr + 325Mr

Batch No / Cepus Ne : V2200401 Batch Quantity / O6nem maptun : 776.0Kg

040001538407, 890001578553

Analytical Report No / Ananutuyecknii otuer Ne : Date of Analysis / laTa anann3a: 14.03.2022

Date of Manufacture / lata npousBoactsa : Feb-2022  |Date of Expiry / Cpok rognocrs :Jan-2027

Analysis performed according ND / Anamus nposeaen mo HJI: I1 N011252/01-110717 (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 Identification / a) Complies as prescribed/
MNoanunHHoCTb B cootBeTCTBUM C
onvcaHnem

The retention time of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxvwBaHUA OCHOBHbIX
nnkos Ha XpomaTtorpammve
NCNBbITYEMOrO  pacTsopa  AOSMXKHbI
COOTBETCTBOBATH BpeMEHaMm
yAEp>KnBaHus nUKoB Ha
XpomaTrorpamme pacTtBopa
CTaHAapTHbIX obpasuos
woynpodeHa W  napadeTramona
(pasgen «KonnyectseHHoe
onpeaeneHve»)

3 |Average weight and 971.1 mg
mass uniformity /
CpeaHsia macca u
OOHOPOAHOCTL NO
macce

940,9 mg to 999,1 mg
(970,0 mg £ 3,0 %) /

Or 9409 w™mr po 999,11 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTok — He bonee + 5 %
2/20 tablets — NMT £ 10% /
2/20 TabneTok — He bonee + 10 %

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT coorBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBiieHo: [TpoBepeno:Naresh Kumar Onobpeno: Menemxkep /
Ankit PykoBoautens .
ﬂ @/ Pavan Kumar Sharma <Jjar~——
L N
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxknnu®, TabneTKH, NOKPHITHIE ILIEHOYHO#H 000104K0ii, 400Mr + 325Mmr
Batch No / Cepus Ne : V2200401 Batch Quantity / O6bem maptun : 776.0Kg
Analytical Report No / AHajmuTu4eckuii otuet Ne : Date of Analysis / laTa ananusa: 14.03.2022
040001538407, 890001578553
Date of Manufacture / lTata nponssoactea : Feb-2022  |Date of Expiry / Cpok rognoctH :Jan-2027
Analysis performed according ND / Anann3 nposegen mo H/I: 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, uzm. Ne 2 ot 23.09.2019)
4 |Disintegration / 12 minutes 05 seconds  |Not more than 30 minutes /
Pacnapaemoctb He 6onee 30 muH
5 |Dissolution / 97% - 102% NLT 70% (Q) C1sH1O2 (Ibuprofen)
PacTteopeHue dissolved in 30 minutes /
He meHee 70 % (Q) Ci3H450:2
(néynpodheH) yepes 30 MnH
NLT 70% Q) CsHgNO,
98% - 102% (Paracetamol) dissolved in 30
minutes /
He meHee 70 % (Q) CsHoNO:
(napauetamon) Yepes 30 MUH
6 |Related substances / 0.03% Total impurities of Ibuprofen NMT
PoacreeHHble npumecu 1.0% / Cymma npumecein
nbynpodeHa — He Gonee 1,0 %
0.0001% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Npumech
napauetamona) — He 6onee 0,005%
7 |Water/Boga 1.3% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanmue: IlponykT cooTBeTcTBYET TpeboBaHusam HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
I'loarorosneHo;
Ankit

i

Checked by /
[Iposepeno:Naresh Kumar

&

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoaurens p

Pavan Kumar Sharma u;’_‘,r,,_______,

Print Date:
Jata: 14.03.2022

Print Date:
Hara: 14.03.2022

Print Date:
Harta: 14.03.2022
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

HNoyxaun®, TabiieTKH, HOKPBHITHIE IVIEHOYHOH 000/1049K0it, 400mMr + 325Mmr

Batch No / Cepus Ne : V2200401 Batch Quantity / O6sem napruu : 776.0Kg

040001538407, 890001578553

Analytical Report No / Ananurudeckmuii oruer Ne ; Date of Analysis / laTta anammsa: 14.03.2022

Date of Manufacture / lata npoussoacrsa : Feb-2022  |Date of Expiry / Cpok rognocrtu :Jan-2027

Analysis performed according ND / Ananu3 npoeeaen mo H: ITN011252/01-110717 (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)

*8 |Microbial limits /

Mukpobuonornyeckas
yucrtoTa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r

microbial count /
Obwwee yucno
a3pobHbIX
MUKPOOpPraHM3moB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r
yeasts and mould
count / Obuwee uncno
OPONOKEBbLIX U
nnecHesbIX rpubos Absent / OTtcytcTByeT

c) E. coli

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OtcyTcTBue B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: I1poaykt coorBeTcTByeT Tpebosanusam HJI | 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: [IpoBepeHo:Naresh Kumar Opnobpeno: Menemxep /
Ankit PyxoBoaurens /

6‘5 @/ Pavan Kumar Sharma (/,‘,’Lﬂ
Print Date: Print Date: Print Date:
Jata: 14.03.2022 Jara: 14.03.2022 JHarta: 14.03.2022
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxkanH®, TabjeTKH, NOKPLITHIE MJIeHOYHOH 000104K0i, 400Mr + 325MT

Batch No / Cepust Ne : V2200401

Batch Quantity / O6bem nmaprun : 776.0Kg

Analytical Report No / Ananutuuecknif order No :
040001538407, 890001578553

Date of Analysis / Jlata anannsa: 14.03.2022

Date of Manufacture / /lata npousBoacria : Feb-2022

Date of Expiry / Cpok rogaoctn :Jan-2027

Analysis performed according ND / Ananmu3 npoeeaen mo HJI: [I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHopoaHOCTL 1.4 MokasaTenb npuemnemocTtu (AV)
J031poBaHnNs JormkeH obiTb He Bonee 15,0.
Ibuprofen /
nbynpodieH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.4 MokasaTenb npuemnemoctu (AV)
napavgeramon JoJhkeH ObiTb He Bonee 15,0.
10 |Assay/ 395.5 mg 360 to 440 mg of CizHis02
KonuuectseHHoe (Ibuprofen) per tablet /
onpeaeneHne Ot 360,0 mr no 440,0 mr Ci3H150:>
(nbynpodheH) B Tabnetke
321.94 mg 2925 to 357.50 mg of CsHoNO:
(Paracetamol) per tablet /
OT1 292,5 mr po 357,5 mr CsHgNO
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Ipoayxr cootBeTcTBYeT TpeGosanusam HJ[ | 3axmiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeHo:Naresh Kumar Onobpeno: Menemxep /
Ankit @ PykoBoauTens /)

o Pavan Kumar Sharma ¢ P
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkaun®, Tab1eTKH, NOKPBLITHIE IIEHOYHOH 000/104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200401

Batch Quantity / O6sem maptun : 776.0Kg

Analytical Report No / AHasuTH4ecknii oTueTr Ne :
040001538407, 890001578553

Date of Analysis / [laTta ananu3za: 14.03.2022

Date of Manufacture / lata npousBoactea : Feb-2022

Date of Expiry / Cpok roaoctu :Jan-2027

Analysis performed according ND / Ananu3s nposegen mo H/I: ITIN011252/01-110717 (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)

11 | Package / Ynakoeka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTtok
B MBX/Al 6nuctep. Mo 1
B6nucTepy B nauky
KapTOHHYIO BMecTe ¢
WHCTPYKUMER NO
NPUMEHEHMUIO.

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / o 10 TabneTok
B [IBX/Al 6nuctep. Mo 1, 2 unn 20
6nucTepoB B Nayky KAPTOHHYLO
BMECTE C MHCTPYKUMER No
NPUMEHEHUIO.

12 | Labeling / Mapknpoeka

According to ND / B cooteeTcTBumM ¢ H]]

13 | Storage conditions /
XpaHeHune

At temperature not more than 25 °C. /
pun TemnepaTtype He Bbiwe 25 °C.

rogHoCTHn

14 | Shelf life / Cpok

5years /5 net

Remarks : The Product conforms to ND/
Ilpumeuanne: [TpoaykT coorBeTcTByeT TpeboBaHmusm HJT

Opinion : APPROVED
3akiawuenue: OJJOBPEHO

Jara: 14.03.2022

Hara: 14.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeno:Naresh Kumar Onobpeno: Menemxep /
Ankit @ PyxoBoaurens 8,
) da——
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