Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yxnuH®, TabaeTKH, OKPHITHIE IJIEHOYHOMH 000/104K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200474

Batch Quantity / O6bem napruu : 727.5Kg

040001542405, 890001580379

Analytical Report No / Ananntuyeckuii oTuet Ne :

Date of Analysis / laTa ananu3za: 23.03.2022

Date of Manufacture / Jlata nponssoacrsa : Mar-2022

Date of Expiry / Cpok roauoctu :Feb-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: T1 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)

S.
No

Test

Result

Specification

1 |Description / OnucaHune

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

on cross section- white core /
TabneTku KancynosuaHow
dopmbi, NOKpbITbIE
NNeHoYHoum obonoykoin
OpaHXeBoro LBseTa, C pUCKOM
Ha OAHOA CTOpOHE, Ha
nonepe4yHom paspese — 94po
Genoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBuaHo
dopmbl,  NOKpbITble  MNEHOYHOMU
obornoyko opaHXeBoro LBeTa, ¢
pPUCKOA Ha OAQHOW CTOpPOHE; Ha
nornepe4yHoMm  paspese Aapo
Benoro nnu noytn 6enoro useTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykr cootBercTByeT TpeGopanusam HJI | 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorornexo: ITpoBepeHo: Ashish kumar Ono6peHo: Menemxep /
Ramakant UX/ )}2 Pykoroauresns .

@A/ l_/;,// Kusum Lata %—Q/
Print Date: Print Date: Print Date:
Jara: 23.03.2022 Hata:23.03.2022 Hara: 23.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4500 2359, Email: mail@drreddys.com

CIN: LE5195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56C01-02

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTHOUKAT AHAJIN3A

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

Noyxnun®, Tab1eTKH, NOKPLITHIE MLIIeHOYHOI 0601049K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200474 Batch Quantity / O6bem naptuu : 727.5Kg

040001542405, 890001580379

Analytical Report No / Ananuruuecknii oruer Ne : Date of Analysis / JaTa ananauza: 23.03.2022

Date of Manufacture / Jlata npousBoactBa : Mar-2022 [Date of Expiry / Cpok roanoctn :Feb-2027

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

2 ldentification / a) Complies as prescribed/
MognuHHoCTb B cooTtBeTCTBUU C
onucaHnem

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 yaepxuBaHWs OCHOBHbIX
N1KoB Ha XpomaTorpamme
UCNBITYEMOro  pactBopa  LOIKHbI
COOTBETCTBOBATL BpeMeHam
yaepXunsaHus NnKoB Ha
Xpomartorpamme pactsopa
CTaHLapTHbIX obpasLos
ubynpodeHa ©n  napaueTamona
(pazgen «KonuuecteeHHoe
onpegeneHne»)

3 |Average weight and 966.4 mg
mass uniformity /
CpepHssa macca u
0OHOPOAHOCTL MO
macce

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

Or 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 TabneTok — He Bonee = 10 %

Remarks : The Product conforms to ND/
IIpumeyanne: IIponykT cooTBercTBYeT TpeGoBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: IIpoBepeno: Ashish kumar OnobpeHo: Menemxkep /
Ramakant ' N/ PykoBoauTenn

d&‘&x\}"/ ﬂ,// Kusum Lata %7/
Print Date: Print Date: Print Date:
Hara: 23.03.2022 Hara:23.03.2022 Hata: 23.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #91 10 1900 2800, Fax: +31 10 1900 2895, Email: mail@drreddys.com
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Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabneTKH, NOKPHITHIE MICHOYHO! 060/104KOH, 400mr + 325mr

Batch No / Cepus Ne : V2200474

Batch Quantity / O6bem mapruu : 727.5Kg

040001542405, 890001580379

Analytical Report No / Ananurudyeckuii orger Ne :

Date of Analysis / JIata ananansa: 23.03.2022

Date of Manufacture / lara npousBojcTsa : Mar-2022

Date of Expiry / Cpok rogaoctu :Feb-2027

Analysis performed according ND / Anaaus npogenen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

08 minutes 07 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactsopeHue

96% - 99%

97% - 101%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H1s02
(mbynpodeH) yepes 30 MuH

NLT 70% Q) CsHsNO2
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO:
(napauetamon) 4yepes 30 MUH

6 |Related substances/
PopacTteeHHbIE npumecn

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHoceHon (npymech
napaueTtamona) — He 6onee 0,005%

7 |Water/Bopa

1.4 %

Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: [TpogyKT COOTBETCTBYET TpeOOBAHUAM H

Opinion : APPROVED
3akawuenue: OJIOBPEHO

Prepared by /
IToarorosieHo:
Ramakant \ X

“'.:"

Checked by /
[Mposepeno: Ashish kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBoautens
Kusum Lata % 2~

Print Date:
Hara: 23.03.2022

Print Date:
JHara:23.03.2022

Print Date:

Hara: 23.03.2022

Registered Office: 8-2-337, Road Ne. 3, Baniara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khot, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56C01-02

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkaun®, TabaeTkn, NOKPHIThHIE NIeHOYHOH 000104KO0MH, 400Mr + 325Mr

Batch No / Cepus Ne : V2200474

Batch Quantity / Oobem naptun : 727.5Kg

040001542405, 890001580379

Analytical Report No / AnannTudeckuii oryer No : Date of Analysis / JlaTa anann3za: 23.03.2022

Date of Manufacture / Jlata npousBoacrsa : Mar-2022 |Date of Expiry / Cpok rogaocru :Feb-2027

Analysis performed according ND / Anann3s nposeaen mo H/I: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usM. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

*8 [Microbial limits /

microbial count /
O6Lee uncno

yeasts and mould
count / Obuiee uncno
OPONOKEBLIX Y1

Mukpobuornornyeckas
ymcrtoTa Less than 10 CFU/g/
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

a3pobHbIx
MMWKPOOpPraHn3mMoB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /

He 6onee 100 KOE/r

NNecHeBbIX rprboB Absent / OTtcyTcTBYeT
c¢) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr coorsercTByet Tpebosanuam HJl | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneHo: \l ITpoeepeHo: Ashish kumar Onobpeno: Menemxep /
Ramakant [\ \jLU j ’ PykoBoautens 2~
}"/M/ : Kusum Lata

Print Date: Print Date: Print Date:
Hara: 23.03.2022 Hara:23.03.2022 Hara: 23.03.2022

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 48C0 22040, Fax:
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Dr.Reddy’s Qf‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56C01-02

CERTIFICATE OF ANALYSIS  ywww.drreddys.com
CEPTH®HUKAT AHAJTIA3A

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

HNoyxkanH®, TabsieTKH, NOKPBITHIE IJIeHOYHOH 0600uK0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200474 Batch Quantity / O6bem maptuu : 727.5Kg

040001542405, 890001580379

Analytical Report No / AHanmuTuyecknii orvyer No : Date of Analysis / laTa ananu3za: 23.03.2022

Date of Manufacture / Jlata npoussoacrsa : Mar-2022 | Date of Expiry / Cpok roagunocts :Feb-2027

Analysis performed according ND / Auann3 nposenen mo H/: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoAHOCTL 1.2 MokasaTtenb npuemnemoctu (AV)
[031MpoBaHNs JomKeH ObITb He Gonee 15,0.
Ibuprofen /
néyripoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.2 MokasaTenb npuemnemocTu (AV)
napauetamon norxeH bblTb He Bonee 15,0.
10 |Assay/ 400.6 mg 360 to 440 mg of Ci3H4s02
KonuuyectseHHOE (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr no 440,0 mr C3H150:
(nbynpocheH) B TabneTke
321.87 mg 2925 to 357.50 mg of CgHsNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO;
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr cootBercTByeT Tpebosanuam HJl | 3akmouenne: ONOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: IIpoBepeHo: Ashish kumar Onobpeno: Menemxep /
Ramakant @\k l}\}y J y Z _ PyxoBoaurens /
' ¥ Kusum Lata @,@’

\ ; /
Print Date: Print Date: Print Date:
Hata: 23.03.2022 Hata:23.03.2022 Hara: 23.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4860 23565, Email: mail@drreddys.com
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Q..O Dr. Reddy's Laboratories Ltd.
? [ ] . .
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56C01-02

CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTU®UKAT AHAJIHU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HN6ykaun®, TabjieTKH, NOKPLITHIE TUIEHOYHOH 06010uK0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200474 Batch Quantity / O6nem napTuu : 727.5Kg

Analytical Report No / AHanuTH4yeckuii oTyet Ne : Date of Analysis / [laTta ananu3za: 23.03.2022
040001542405, 890001580379
Date of Manufacture / lata npousBoacrBa : Mar-2022 |Date of Expiry / Cpok rogaoctu :Feb-2027
Analysis performed according ND / Ananu3 nposeaen no HJI: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/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. / MNo 10 TabreTok
a carton. / Mo 10 Tabnetok  |B MNBX/Al 6nucrep. Mo 1, 2 unun 20

B MNBX/Al 6nuctep. Mo 1 BrMCTEPOB B Nayky KapTOHHYIO
6nucTepy B navky BMeCTE C UHCTPYKLMENn no
KapTOHHYIO BMecCTe ¢ NPUMEHEHMIO.

WHCTpYKUKWENn no

MPUMEHEHUIO.

12 | Labeling / Mapkuposka | According to ND / B cooteeTtctumn ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHve Mpu Temnepatype He Bobiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net

rogHoCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [ponykt cootBercTByeT Tpe6oBanuam HJl | 3axmoyenne: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [Ipoeepeno: Ashish kumar Opnob6peno: Menemxkep /
Ramakant 0 L"E\ I_f)__{{-lf PykoBoaguTtens .

A LL( 2 y Kusum Lata xy/

Print Date: Print Date: Print Date:
Hara: 23.03.2022 Jara:23.03.2022 Jara: 23.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel. +Y1 40 4900 LYU0U, Fax: +591 40 24800 /595, email: mailiddrredadys.com
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