Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOHKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykaun®, TabaeTku, NOKPbIThIE MIEHOYHOI 060J104K0i1, 400Mr + 325Mr

]

Batch No / Cepust Ne : V2202112

Batch Quantity / O6bem maprun : 760.0Kg

040001657261,890001620673

Analytical Report No / AHanuTHuyeckuii oTyer Ne :

Date of Analysis / Jlata ananu3za: 13.10.2022 |

Date of Manufacture / /lata npousBoacrea : SEP-2022

Date of Expiry / Cpok rognoctu :AUG-2027

Analysis performed according ND / Ananu3s nposeaen mo HI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
Tabnetku KancynosuaHom
thopmbil, NOKpbITLIE
NnreHo4YHoN obornoukoi
OpaHXeBoro LBeTa, C PUCKOM
Ha OOHOW CTOPOHe;, Ha

nornepeyHom paspese — 94po
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ TabneTkum KancyfoBWUOHOMN
opMbl,  MOKPbITbIE  MNEHOYHON

060fo4KON oOpaHXeBoro LUBeTa, C
pucko Ha OAHOW CTOPOHE; Ha
nonepe4yHoMm paspese —  A4po

Genoro unu no4ytu Genoro UuseTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: Ipoaykr cootsercTByet TpeboBanusm HJ] | 3akmoyenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneHo: IposepeHo: Pardeep Kumar | Ono6peno: Menemxkep /
Ramakant ;L‘\ Al Q‘ﬁ/ Pykosomntens : Amit Kumar

4 N
Print Date: Print Date: Print Date:
Hata: 13.10.2022 Hara: 13.10.2022 Hata. 13.10.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

CEPTUD®UKAT AHAJIU3A www.drreddys.com

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

HNoyxknnH®, TabNeTKH, DOKPbIThIE MJIEHOYHOI 060J104K0i1, 400Mr + 325Mr

Batch No / Cepust Ne : V2202112 Batch Quantity / Oowem naptun : 760.0Kg

040001657261,890001620673

Analytical Report No / AHanuTnueckHii oTuer Ne : Date of Analysis / lata ananu3a: 13.10.2022

Date of Manufacture / lara npousBoacra : SEP-2022 | Date of Expiry / Cpok roanocTn :AUG-2027

Analysis performed according ND / Anann3 nposeaen o HJI: [1 N011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 o1 06.09.2018, u3M. Ne 2 ot 23.09.2019)

2 Identification/  [a) Complies as prescribed/
MoAnMHHOCTb B cooTBeTCTBUN C
onmMcaHnem

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 yaepxmBaHUsSi OCHOBHbIX
NUKOB Ha Xpomarorpamme
NCMbITYEMOro  pacTBopa  AOJDKHbI
COOTBETCTBOBATL BpeMeHam
yaepXKnBaHns NUKOB Ha
Xpomarorpamme pacTteopa
CTaHOapTHbIX obpasuos
unbynpodpeHa 1 napauyetamona
(paspen «KonwyectBeHHoOE
onpepeneHue»)

3 |Average weight and 970.4 mg
mass uniformity /
CpegHss macca n
OAHOPOAHOCTL NO
macce

Complies /cooTBeTCTBUNK C

940,9 mg to 9991 mg
(970,0 mg £ 3,0 %) /

Or 9409 wmr go 9991 wr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
IIpumeuanue: IlponykT coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axnouenue: OJJIOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /

[loaroroBneHo: ITposepeno: Pardeep Kumar | Ono6peHo: Menemxep /

Ramakant ) PykoBoautens : Amit Kumar
W | P

Print Date: Print Date: Print Date: o
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHPUKAT AHAJI3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknanu®, TabaeTku, NOKPLITHIE IJIEHOYHOI 060104K0i, 400mr + 325mr

Batch No / Cepus Ne: V2202112

Batch Quantity / Oobem nmaprun : 760.0Kg

040001657261,890001620673

Analytical Report No / AnasuTtuyeckuii orger Ne :

Date of Analysis / laTa ananusa: 13.10.2022

Date of Manufacture / /lata npoussoacrsa : SEP-2022

Date of Expiry / Cpok roanoctu :AUG-2027

Analysis performed according ND / Ananu3s nposenen no H: [1 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)

4 |Disintegration /
PacnapgaemocTtb

08 minutes 41 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

95% - 99%

96% - 100%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H4O:2
(nBynpodeH) yepes 30 MuH

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

He menee 70 % (Q) CgHgNO;
(napaueTtamon) Yepes 30 MUH

6 |Related substances /
PoacTteeHHbIE npumech

0.04%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceii
nbynpodpeHa — He 6onee 1,0 %
4-aminophenol {Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumech
napauetamona) — He 6onee 0,005%

7 |Water / Boaga

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [poaykr cootBeTcTByeT Tpebosanusm HJ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITposepeno: Pardeep Kumar | Ono6peno: Menemxkep /
Ramakant A g bﬁ/ PykoBoautens : Amit Kumar
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CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIM3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyknnu®, TabneTku, NOKPbITHIE MJIEHOYHOI 060J109K0ii, 400Mmr + 325Mr

Batch No / Cepust Ne : V2202112

Batch Quantity / O6bem maptuu : 760.0Kg

040001657261,890001620673

Analytical Report No / AHanuTuueckuii oryer No :

Date of Analysis / [laTta ananuza: 13.10.2022

Date of Manufacture / lata npoussoacrsa : SEP-2022

Date of Expiry / Cp(]—k‘_l“OJlHOCTPl :AUG-2027

Analysis performed according ND / Ananns nposegen no HI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpoburornoruyeckas
yncToTa

a) Total aerobic
microbial count /
O6wwee yucno
a3pobHbIX
MUKPOOPraHM3mMoB

b) Total combined
yeasts and mould
count / Obuwlee uncno
OPOdOKEBBIX U
nrecHesbIX rpnbos

c) E. coli

Less than 10 CFU/g /
MeHee 10 KOE/r

Less than 5 CFU/g /
Menee 5 KOE/r

Absent / OtcyTcTeyet

1r

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 / OTcyTcTBME B

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr cootBercTByeT Tpebopanusam HJl | 3axmouenue: OMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorornexo: IIpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep /
Ramakant PyxoBoaurens :Amit Kumar
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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

CEPTHOUKAT AHAJTH3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykanu®, TabaeTky, NoKpbITHIE MIEHOUHO0i 060.1049K0ii, 400mMr + 325Mr

-

Batch No / Cepus Ne : V2202112

|Batch Quantity / Oobem HAPTHH : 760_.0Kg

Analytical Report No / Auanutuuecknii oruet Ne :
040001657261,890001620673

Date of Analysis / /lata ananusa: 13.10.2022

Date of Manufacture / lata nponssogcrpa : SEP-2022

Date of Expiry / Cpok rognoctn :AUG-2027

Analysis performed according ND / Auanus nposeaen no HJI: [T NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Neo 2 from 23.09.2019/ y3m. Ne 1 oT 06.09,2018, n3Mm. Ne 2 ot 23.09.201 9)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHOCTh 0.9 MNokaszatens npvemnemoctu (AV)
0031MpoBaHus porxeH 6biTb He bonee 15,0.
Ibuprofen /
ubynpodeH Acceptance value (AV) should be
0.9 not more than 15.0 /
Paracetamol / MNokasaTens npuemnemoctu (AV)
napavertamon LOITKeH ObITb He Bonee 15,0.
10 |Assay/ 398.0 mg 360 to 440 mg of Ci3H10-
KonunyectseHHoe (Ibuprofen) per tablet /
onpeneneHne Ot 360,0 mr oo 440,0 Mr Ci3H150;
(nBynpodeH) B TabneTke
325.22 mg

2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO,

(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: Iponykr coorBercTByeT Tpebosanusm HJ[ | 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: IIpoBepeno: Pardeep Kumar | Ono6peno: Menenxep /
Ramakant . Pykosoautens :Amit Kumar
SN Aﬁ.\b_
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Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOPUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykanH®, TabneTKU, NOKPbITHIE MJIEHOYHOI 060104K0i1, 400Mr + 325Mr
Batch No / Cepust Ne : V2202112 Batch Quantity / O0bem naptun : 760.0K g

Analytical Report No / Ananutuyecknii oTyet No : Date of Analysis / lata anaausa: 13.10.2022
040001657261,890001620673
Date of Manufacture / lata npousBoactea : SEP-2022 | Date of Expiry / Cpok rogsocrn :AUG-2027
Analysis performed according ND / Anann3 nposeaen o HJ/[: [T 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)

11 | Package / Ynakoska |10 tablets in PpVC/Al 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. /Mo 10 tabnetok  |B INBX/Al 6nnctep. Mo 1, 2 usm 20

B MNBX/Al 6nncTep. Mo 1 ONNCTepoB B Nadky KAPTOHHYIO
OnucTepy B nadky BMeCTe C MHCTPYKLMEN 10
KapTOHHYIO BMeCTE ¢ NPUMEHEHRMIO.

WHCTPYKUMEN No

NPUMEHEHMIO.

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

XpaHeHue MNpun TemnepaType He Bblwe 25 °C.
14 | Shelf life / Cpok 5years/5 ner

rofHoOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Ipoaykr coorsercteyer Tpebosanusam HJl | 3akmodenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: \ ITposepeno: Pardeep Kumar | Ono6peno: Menemkep /
Ramakant f |, Pykosoantens :Amit Kumar
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