Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxknun®, TabeTKku, NOKPHIThIE NIeHOUHOI 060a0uKoii, 400mr + 325Mr

Batch No / Cepust Ne : V2200287

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AHanuTH4Yeckuii oT4eT No ;
040001522538, 890001574057

Date of Analysis / JlaTa anaymsa: 18.02.2022

Date of Manufacture / llata npou3BoacTsa : Jan-2022

Date of Expiry / Cpok roanoctn : Dec-2026

Analysis performed according ND / Anamm3 npoBenen no HJI: TT 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)

S. Test
No

Result

Specification

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

film-coated one-side scored
tablets;

TabneTtku KancynoBuaHoON
dropmbl, NoKpbITbIE
NAeHoYHOM obonoukon

OpaHXeBOoro LBeTa, C PUCKoi
Ha OJHOW CTOPOHE, Ha
nonepeyvyHom paspese — aapo
Oenoro uBeTa

on cross section- white core /

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ Tabnetknm KancyrnoBuAHON
opMbl,  NOKPbLITbIE  MIIEHOYHON
000NoYKoNn opaHXeBoro LugeTa, C
pPUCKOW Ha OOHOW CTOPOHE; Ha
nonepeyHom paspese — agpo
6enoro unun no4ytn benoro UgeTa

Remarks : The Product conforms to ND/
Hpumeuanne: ITpoaykt coorBercTByeT TpeboBanusm HJL

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Hara: 18.02.2022

Jata: 18.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIpoBepeHo: Onobpeno: Menemxep /
Naresh Kumar ; Santosh Kumar @L PykoBoauTens
@S, Manoj Kumar et
Print Date: Print Date: Print Date:

Jara: 18.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 23900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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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: +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A www.drreddys.com

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

HNoykaun®, TabeTKH, NOKPBIThIE IIeHOYHOH 000J0uKoii, 400mr + 325mMr

040001522538, 890001574057

Batch No / Cepusa Ne : V2200287 Batch Quantity / O0bem napTuH :
776.000 Kg
Analytical Report No / Ananntudecknii oruer Ne : Date of Analysis / laTa ananusa: 18.02.2022

Date of Manufacture / lata nponseoactsa : Jan-2022 | Date of Expiry / Cpok rognocty : Dec-2026

Analysis performed according ND / Aunanu3 npoeeaen mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoannHHOCTL B cooTtBeTCTBUM C
onucaHuem

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 ygpepkuBaHuUS OCHOBHbIX
NUKOB Ha XpomaTtorpamme
NCNbITYEMOro  pacTeopa  OOITKHbI
COOTBETCTBOBATb BpemMeHam
yAepXKnBaHns NUKOB Ha
XpomaTtorpamme pacTeopa
CTaHAapPTHBIX obpasuos
nbynpocbeHa v napauetamona
(pasgen «KonnyecrseHHoe
onpeaeneHve»)

3 |Average weight and 969.5 mg
mass uniformity /
CpeaHasa macca n
0AHOPOOHOCTbL MO
macce

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

Ot 9409 wmr pgo 9991 wr
(970,0 mr = 3,0 %)

18/20 tablets — NMT = 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTtok — He Gonee = 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusaM HJJ

Opinion : APPROVED
3akmrouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrotoBneHo: ITpoeepeHo: Onobpeno: Menemxep /
Naresh Kumar Santosh Kuma@ PyxoBonutens -
@ Manoj Kumar Q}M,
Print Date: Print Date: Print Date:
Hara: 18.02.2022 Hata: 18.02.2022 Hara: 18.02.2022
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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

CEPTUOUKAT AHAJIU3A

Tel : 491 98166 56001-02
www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, TabaeTKH, NOKPHITHIE INIEHOYHOMH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200287

Batch Quantity / O6bem naprun :
776.000 Kg

Analytical Report No / AnanuTtu4eckuii oruer Ne :
040001522538, 890001574057

Date of Analysis / lata ananu3a: 18.02.2022

Date of Manufacture / lata npon3soacrsa : Jan-2022

Date of Expiry / Cpok rognoctn : Dec-2026

Analysis performed according ND / Ananu3 nposenen mo HJI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

09 minutes 44 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHune

98% - 101%

98% - 100%

NLT 70% (Q) Ci13H1s02 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(néynpodbeH) uepes 30 MuH

C13H1802

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

He wmeHee 70 % (Q) CgHsNO:
(napaueTamon) yepes 30 MuH

6 |Related substances /

PoacTeBeHHble npuMecu

0.03%

0.0002%

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

7 |Water/ Bopa

1.2%

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

Remarks : The Product conforms to ND/
IIpumenanne: [MpoayrT coornereTycT TpeGoBanusam 1171

Opinion : APPROVED
3akawnenne: OJOBPEHO

Prepared by /
IToarorosneHo:
Naresh Kumar @

Checked by /
IIpoBepeHo:

Santosh Kum [Lt/

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBogurens g z

Manoj Kumar

Print Date:
JlaTa: 18.02.2022

Print Date:
Hara: 18.02.2022

Print Date:
Jara: 18.02.2022
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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  T1¢: +91 98166 56001-02

CEPTHUOUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknnn®, TabieTku, NOKPLIThIE 1eHOYHOH 060104K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2200287

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AHanuTHYeckmii oTyeT No :
040001522538, 890001574057

Date of Analysis / /lata anaan3a: 18.02.2022

Date of Manufacture / JlaTa npousgoacrea : Jan-2022

Date of Expiry / Cpok rogsoctu : Dec-2026

Analysis performed according ND / Ananu3 npoeeaen no 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)

8 |Microbial limits /
Mukpobrnonoruyeckas
yncToTa

a) Total aerobic
microbial count /
O6Lwee yncno
a3pobHbIX
MWUKPOOPraHN3MoB

b) Total combined
yeasts and mould
count / O6wee vncno
OPONOKEBbLIX 1
NfIeCHEBbIX rpnbos

c) E. coli

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

Less than 5 CFU/g /
MeHee 5 KOE/T

Absent / OTtcyTeTByeT

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
1r

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanne: [Tponykr coorBercrByet Tpebopanusam H][ | 3akmoyenne: OLOBPEHO

Jara: 18.02.2022

Hara: 18.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
ITogroToeseHo: [IporepeHo: Opnobpeno: Menemxkep /
Naresh Kumar (P} Santosh Kumar @b PykoBogurens 5
Manoj Kumar gty
Print Date: Print Date: Print Date:

Jarta: 18.02.2022
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

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
NoykanH®, TabieTky, NOKPLITHIE IAEHOYHOH 000a04K0i, 400Mr + 325Mmr

Batch No / Cepus Ne : V2200287

Batch Quantity / O0bem naptuu :
776.000 Kg

040001522538, 890001574057

Analytical Report No / AHanuTHUecKHii oTueT No :

Date of Analysis / /laTta ananuza: 18.02.2022

Date of Manufacture / JlaTa npoussoacrsa : Jan-2022

Date of Expiry / Cpok rognoctu : Dec-2026

Analysis performed according ND / Auann3 npoBenen mo HI: 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, usm. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OBHopoaHoCTL 1.2 MokasaTenb npuemnemoctn (AV)
[03UpoBaHus JomKkeH ObITb He Bonee 15,0.
Ibuprofen /
néynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.2 lMokasaTtens npuemnemocTtu (AV)
fnapaueTamon JormkeH ObiTb He Bonee 15,0.
10 |Assay/ 401.6 mg 360 to 440 mg of Ci3H40:
KonuyecteeHHoe (Ibuprofen) per tablet /
onpeaenieHue OT1 360,0 mr go 440,0 mr Cq3H4s0,
(néynpodbeH) B Tabnetke
325.11 mg 2925 to 357.50 mg of CgH¢NO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO-
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
ITIpumeuanue: [Iponykr coorBeTcTBYeET TpeboBaHmsim HJT

Opinion : APPROVED
3akmrouenue: OJJIOBPEHO

Prepared by /
IloarorosneHo:
Naresh Kumar @

Checked by /
IIporepeHo:

Santosh Kumar,

>

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens ia

Manoj Kumar (hptttu

h

Print Date:
Jara: 18.02.2022

Print Date:

Jlata: 18.02.2022

Print Date:
Jata: 18.02.2022
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Formulation Unit-6
Dr. Reddy S ’ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tal: +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxkauH®, Tab1eTKH, MOKPLITHIE MJIeHOUHOH 060a0uKoi, 400Mmr + 325Mr

Batch No / Cepus Ne : V2200287 Batch Quantity / O6bem napruu :
776.000 Kg
Analytical Report No / AnamuTudecknif oryet No : Date of Analysis / lata ananau3a: 18.02.2022

040001522538, 890001574057
Date of Manufacture / J/lata npoussogcrsa : Jan-2022  |Date of Expiry / Cpok rognoctu : Dec-2026
Analysis performed according ND / Anann3 nposenen mo HJ[: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |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. / No 10 TabneTtok
a carton. / MNo 10 Tabnetok  |B MNBX/Al 6nuctep. MNo 1, 2 nnun 20

B MNBX/Al 6rnnctep. Mo 1 BrnnMcTepoB B Nauky KapTOHHYLO
B6nvcTepy B nadky BMECTE C MHCTPYKUMEN no
KapTOHHYIO BMecTe C NPYMEHEHUIO.

VHCTPYKLUNEN no

NPVMEHEHMIO.

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

XpaHeHne [Tpn Temnepatype He Bblwe 25 °C.
14 | Shelf life / Cpok 5vyears /5 ner

rOAHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: HMpuaykr covrsercrsyer tpeGosannsm HI[ | 3akmouenne: OOLI'EIIO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIposepeno: OnobpeHo: Menemxep /
Naresh Kumar Santosh Kumar PykoBoautens _ :

@/ (B Manoj Kumar ’}Q;L}U{’

Print Date: Print Date: Print Date:
Hara: 18.02.2022 Hara: 18.02.2022 Hara: 18.02.2022
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