Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauH®, Tab1eTikd, TOKPhIThIE M1eH04HOi 060109K0#H, 400mMr + 325Mr

Batch No / Cepust Ne : V2101204 Batch Quantity / O0bem napTus :
776.000 Kg

Analytical Report No / Ananurnueckuii order Ne : Date of Analysis / laTta ananu3a: 19.07.2021

890001534616, 890001534723

Date of Manufacture / Jlata npoussozctia : Jun-2021  [Date of Expiry / Cpok roanocru : May-2026

Analysis performed according ND / Anaans nposeaen mo HJI: [TN011252/01-110717 (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)

Test Result Specification

1 |Description / Onucanue

Capsule-like orange-coloured
film-coated one-side scored

Capsule-like orange-coloured film-
coated one-side scored tablets;

tablets; on cross section- white to off-white
on cross section- white core /[core / TabneTkn kancynosuaHon
Tabnetku KancyrnoBnaHoW (hopMbl,  MOKPbITbIE  MMEHOYHOM
dhopmbl, MOKPLITEIE |0BONOYKON OpaHXeBoro LBeTa, ¢
MSI€HOYHON 060MOYKON |[PUCKON Ha OAHOW CTOpOHe; Ha
OpaH>XeBOro LBeTa, C PUCKON|nornepeyYHoMm paspese —  8A4po
Ha OOHON CTOpOHe; Ha|bernoro unw NouTy Genoro LBeTa

nonepeyHoM paspese — a4po
Oenoro useTa

Remarks : The Product conforms to ND/
Ilpumeuanue: [poaykt cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: ITposepeHo: Ono6peto: Menemxep /
Pardeep Kumar Himesh Kumar PykoBonurens
/_‘L Q//L’/’/: Abhishek Chaglhan
P— g [ :
- \
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Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauH®, TabNeTkn, NOKPbITHIE M1eHO4HOiH 060104KOi, 400mr + 325mMr

Batch No / Cepust Ne : V2101204 Batch Quantity / O0bem naprTus :
776.000 Kg
Analytical Report No / AnanuTudeckui oryer Ne : Date of Analysis / laTa ananam3a: 19.07.2021

890001534616, 890001534723

Date of Manufacture / Jlata npoussogcTia : Jun-2021  |Date of Expiry / Cpox rogsoctu : May-2026

Analysis performed according ND / Auanus npoeesen no HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/ |The retention time of the main
[No4fIMHHOCTL B cooTBeTCTBUM C peaks on the chromatogram of the
onucaHuem test solution should correspond to

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

BpemeHa yaepKUBaHUA OCHOBHbIX

NMnKoB Ha XpomaTorpamme
NCMbITYEMOro  pacTeopa [JAOIMKHbI
COOTBETCTBOBATL BpemMeHam
yaepXnBaHus NVKOB Ha
XpomMaTorpamme pacTeBopa
CTaH4apTHbIX obpasLos
unbynpocdeHa W  napaletamona
(pazgen «KonunuecTteeHHoe
onpegeneHue»)
3 |Average weight and 972.3 mg 940,9 mg to 9991 mg
mass uniformity / (970,0 mg + 3,0 %) /
CpepgHsaa macca U Or 9409 wmr pgo 9991 wr
OAHOPOAHOCTb MO (970,0 mr + 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 TabneTtok — He 6onee £ 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He Gonee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanne: [TpoaykT cooTBeTcTBYeT Tpebopanuam HJI | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBNIEHO: IIpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar Pyxosonutens
QQL_ Q,A—/’—; Abhishek Chaul
s
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkauH®, TaGaeTKH, DOKPBITHIE MIEH0YHOI 06004Koi, 400Mr + 325mr

Batch No / Cepusi Ne : V2101204 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / AHanuTuyecknii oruer Ne : Date of Analysis / laTa ananu3a: 19.07.2021

890001534616, 890001534723

Date of Manufacture / lata npon3zsoacrsa : Jun-2021  |Date of Expiry / Cpox rognocrn : May-2026

Analysis performed according ND / Anamu3 nposeaex mo HJI: ITN011252/01-110717 (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 / 13 minutes 28 seconds Not more than 30 minutes /
PacnagaemocTb He 6onee 30 MuH

5 |Dissolution / 95% - 100% NLT 70% (Q) C13H1sO2 (Ibuprofen)
PacTBopeHue dissolved in 30 minutes /

He meHee 70 % (Q) C13H1502
(nbynpodpeH) yepes 30 MuH

NLT 70% (Q) CsHoNO2
97% - 104% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO:
(napaueTtamon) yepes 30 MUH

6 |Related substances / BDL Total impurities of Ibuprofen NMT
PoacTeeHHbie npyumecK 1.0% / Cymma npumecein
ubynpoceHa — He 6onee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHodeHon (Npumech
napaueTtamona) — He bonee
0,005%

7 |Water/Boga 1.8 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Tpoayxt cootBercTyeT Tpebosanuam HJ[ | 3axmouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtoBneHo: IIposepeHo: Onobpeno: Menemiep /
Pardeep Kumar Himesh Kumar PyKOBOANTENE

- \—:_-J/’/_D Abhishek Chauhan
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Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxkauu®, Tabaerku, IOKPbITHIe IUIEHOYHOH 060/104K0ii, 400mr + 325Mr

Batch No / Cepust Ne : V2101204 Batch Quantity / O6nbemM mapruu :
776.000 Kg
Analytical Report No / Ananurnyecknii oruer Ne : Date of Analysis / laTa anaau3za: 19.07.2021

890001534616, 890001534723

Date of Manufacture / lara npou3ssojcrsa : Jun-2021  |Date of Expiry / Cpok rognocrn : May-2026

Analysis performed according ND / Ananu3s nposegen mo HJI: TIN011252/01-110717 (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 /
Mukpobuvonoruyeckas
unucToTa

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
Obuwee uucno
a3pobHbIX
MWKPOOPraHN3MOoB

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 / Obwee 4ncno
APOICKEBBIX U
nnecHesblx rpubos
Absent in 1g / OTcytetByeT B |Shall be absent in 1g / OtcyTctBue

¢) E. coli 1r B1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooTBeTcTByeT TpeGosanmsm HJI | 3akmodenune: OTOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosnieHoO: IIpogepeno: Ono6peHo: Menemkep /
Pardeep Kumar Himesh Kumar Pykopoaurens

i .| > |AchishekChauhan / :
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Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxaun®, TabaeTku, NOKpHITHIE NUIeHOuHol 060s104K0#, 400mr + 325mr

Batch No / Cepusi Ne : V2101204 Batch Quantity / O6beM mapTuu :
776.000 Kg
Analytical Report No / Ananurndyeckuii oryer Ne Date of Analysis / /Iata anain3a: 19.07.2021

890001534616, 890001534723

Date of Manufacture / JIata npousBoactia : Jun-2021 | Date of Expiry / Cpox roanoctn : May-2026

Analysis performed according ND / Ananus nposegen mo HJI: TTN011252/01-110717 (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)

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

[ OgHOpOOHOCTL 1.4 MokasaTenb npuemnemoctu (AV)

0031poBaHUA [omkeH bbiTh He Gonee 15,0.

Ibuprofen /

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

Paracetamol / 14 MokasaTenb npuemnemocTtn (AV)

napavueTamon [OMMKeH bbITb He 6onee 15,0.

10 |Assay/ 394.7 mg 360 to 440 mg of Ci3H102
KonuuecTteeHHoE (Ibuprofeny) per tablet /
onpepeneHne OT 360,0 mr go 440,0 mr Cq3H+O2

(n6ynpodreH) B TabneTke

323.37 mg 2925 to 357.50 mg of CsHsNO2
(Paracetamol) per tablet /
OT1 292,5 mr po 357,5 mr CsHgNO2
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipaveuanue: [Ipoaykt cootserctryeT Tpebopannsam HII | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBIEHO: IIposepeno: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens

t Cll/@ Abhishek Chauhan
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Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknnu®, TabaeTkH, NOKPLITHIE NJIeHOYHOH 0001049K0H, 400mr + 325mr

Batch No / Cepus Ne : V2101204 Batch Quantity / O6bem napTuu :
I 776.000 Kg
Analytical Report No / AHanuTHYecknid oT4yeT No : Date of Analysis / J/laTa ananusa: 19.07.2021

890001534616, 890001534723

Date of Manufacture / Jlata npoussoactsa : Jun-2021 | Date of Expiry / Cpok roanocru : May-2026

Analysis performed according ND / Ananu3s mposened nmo HJI: [1N011252/01-110717 (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 10 tablets in PVC/Al 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. / Mo 10 Tabnetok  |B NBX/Al 6nnctep. Mo 1, 2 nnn 20

B NBX/Al 6nucTep. Mo 1 OnncTepoB B NaYky KAPTOHHYHO
6nucTepy B Nadky BMECTe C UHCTPYKLMER no
KapTOHHY0 BMecCTe ¢ NPUMEHEHWIO.

WHCTPpYKUMER no

NPUMEHERUIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTctBum ¢ Hf
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net

rogHOCTY
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoxykT coorBeTcTBYeT TpeGopanusam H]I | 3axmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: [Iposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautenn

I ("‘“\\ — Abhishek Chauhan
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