Dr.Reddy’s €26

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddji,
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
NO6ykaun®, Ta61eTKH, DOKPHITHIE N1eHOYHO 000104k 0it, 400Mr + 325Mmr

Batch No / Cepust Ne : V2202032

Batch

Quantity / O6bem maptuu : 776.0Kg

040001652776,890001619750

Analytical Report No / AHasmTuyeckuii oryer Ne :

Date of Analysis / laTa anasau3za: 08.10.2022

Date of Manufacture / /lata npousgoacrea : SEP-2022

Date of Expiry / Cpok rognoctn :AUG-2027

Analysis performed according ND / Anam3 nposegen no H/I: 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)

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancynoBUAHON
dhopmbl, NOKpPbIThIE
MNEHOYHOMN obono4koit
OpaHXeBoro LBeTa, C pUCKoi
Ha OOHOW CTOPOHe;, Ha

nonepevHoM paspese — 24po
Henoro UeTa

S. Test Result Specification
No
1 |Description / Onucaxue |Capsule-like orange-coloured|Capsule-like orange-coloured film-

coated one-side scored tablets:
on cross section- white to off-white
core /| TabneTku KancynoBUIHON
dopmbl,  MOKPbIThie  NIEHOYHOMN
0B0SIoUKol OpaHXeBoro LUBeTa, ©
pUCKOW Ha OJHOW CTOPOHE; Ha
nornepeYyHoMm paspese A4p0
Benoro unu no4ytTn 6enoro LUBeTAa

Remarks : The Product conforms to ND/
IMpumeuanne: ITpoAyKT cooTBETCTBYET TpeGoBanusm HJL

Opinion : APPROVED
Sakutwyenue: OJOBPEHO

Prepared by /
TloarorosneHo:
Ankaj Verma )

[

Checked by /
ITpoBepeHo: Naresh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoauTesnn :Ku_sui—[;ata

W\ -

Print Date:
Jara: 08.10.2022

Print Date:

Hata: 08.10.2022

.
Print Date:

Jlara. 08.10.2022

Registered Dffice: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘

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

CEPTHOPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUo6yknnH®, TabeTKH, MOKPBLITHIE MJIEHOYHOM 000/104K0iH, 400Mr + 325Mr

Batch No / Cepus Ne : V2202032

Batch Quantity / O6nem napruu : 776.0Kg !

040001652776,890001619750

Analytical Report No / Aranurnyeckuii oTyer Ne : Date of Analysis / /laTa anann3a: 08.10.2022

Date of Manufacture / lata npousBoactea : SEP-2022 [Date of Expiry / Cpok rognoctu :AUG-2027

Analysis performed according ND / Auann3 npoBexen nmo HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3am. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 ldentification / a) Complies as prescribed/ | The retention time of the main peaks
MoanvHHOCTL B cooTBETCTBUU C on the chromatogram of the test
onucaHuem solution should correspond to the

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

BpemeHa yaepXuBaHuA OCHOBHbIX

mass uniformity /
CpeaHsas macca u
OfHOPOJHOCTE NO

MUKOB Ha xpomarTorpamme
ncnbITYyeMoro  pacteopa  AOJFDKHbI
COOTBETCTBOBATh BpeMeHam
yaepXvsaHus nnkoBs Ha
XpomaTorpaMmme pacTteopa
CTaHAAPTHLIX obpasuos
nbynpocbeHa ©®  napaueTamona
(paspen «KonuyecreseHHoe
onpegeneHue)

3 |Average weight and 970.0 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %) /
Or 9409 wmr po 9991 wr
(970,0 mr £ 3,0 %)

macce
18/20 tablets — NMT + 5% /
Complies /cootBeTcTBUM C  (18/20 TabneTok — He Bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Iponykr coorsercryeT TpeGosanusam H]l | 3armovenne: OZOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ; ITposepeno: Naresh Kumar | Opo6peno: Menemxep /
Ankaj Verma /?Y' @/ PykoBourens :Kusum Lata
Z,'/ i AN Bz
Print Date: Print Date: Print Date:
Hata: 08.10.2022 Hata: 08.10.2022 Hara. 08.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, TabaeTKH, NOKPHITHIE MUIEHOYHOMH 060104K0i, 400Mr + 325mr

Batch No / Cepns Ne

$ V2202032

Batch Quantity / O6bem naprun : 776.0Kg

Analytical Report No / AHanuTu4eckunii oruer No :
040001652776,890001619750

Date of Analysis / [lata ananu3a: 08.10.2022

Date of Manufacture

/ NaTta npon3soacrea : SEP-2022

Date of Expiry / Cpox rognoctn :AUG-2027 |

Analysis performed according ND / Anaan3 npoeenen mo HJI: [1N011252/01-110717 (amend Ne 1 from |
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration

Pacnagaemoctb

/ 09 minutes 51 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

95% - 101%

99% - 102%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(néynpodeH) yepes 30 MuH

C13H1502

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

He wmeHee 70 % (Q) CsHgNO,

(napauetamon) yepes 30 MuH

PopcTteeHHble

6 |Related substances /

0.03%
npumecu

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpoceHa — He bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocbeHon (npyumech
napaueTtamona) — He 6onee 0,005%

7 |Water/Bopa

1.5%

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

Remarks : The Product conforms to ND/
IIpameuanne: IIpoaykt cooTBeTcTBYET TpeOOoBanusiM H]T

Opinion : APPROVED
3axniouenne: OJJOBPEHO

Prepared by /
IloarorornexHo:

Ankaj Verma [ ’ﬁ/

Checked by /
ITpoBepeHo: Naresh Kumar

©

-

Approved by: Manager/Executive /
Ono6peHo: Menemxkep /
PyxoBonutens :Kusum Lata

.

—

Print Date:
Hara: 08.10.2022

Print Date:
Jlarta: 08.10.2022

Print Date:
Jata. 08.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Jelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com




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

CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, TabneTkn, NOKpbITHIE MAEHOYHOR 000109K0i, 400Mr + 325Mmr

Batch No / Cepus Ne : V2202032

Batch Quantity / O6bem naprum : 776.0Kg !

040001652776,890001619750

Analytical Report No / Anasuntiuyeckuii oryer Ne :

Date of Analysis / JlaTa anannsa: 08.10.2022

Date of Manufacture / Jlata npoussoacrea : SEP-2022

Date of Expiry / Cpok rognoctn :AUG-2027

Analysis performed according ND / Ananu3s nposeaen mo HI: [1 NO11252/01-110717 (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 /
Mukpobuonornyeckas
yucToTa

a) Total aerobic
microbial count /
O6bLee vncno
a3pobHbIX
MWUKPOOPraHW3MoB

b) Total combined
yeasts and mould
count / Obujee uncno
OPONCKEBBIX 1
nrecHesbIX rpubos

c) E. coli

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

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

Absent / OtcytcTBYyeT

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
ir

Remarks : The Product conforms to ND/
Hpumeuanue: ponykt coorseTcTByet Tpebosanuam HJI

Opinion : APPROVED
3axuawuenne: OJJOBPEHO

Prepared by /
Iloxgrorosneno:
Ankaj Verma Kgﬁ

.//

Checked by /
IIpoBepeno: Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBoautens :Kusum Lata

=

Print Date:
Hara: 08.10.2022

@
=
Print Date:

Hata: 08.10.2022

Print Date:
Hara. 08.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s €3

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxknna®, TabieTKH, IOKPBLITHIE IVIEHOYHOH 000104K0¥, 400Mr + 325Mr

Batch No / Cepusi Ne : V2202032

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHanuTHYecKH# oTueT No :
040001652776,890001619750

Date of Analysis / lata ananu3a: 08.10.2022

Date of Manufacture / lata npoussoacTsa : SEP-2022

Date of Expiry / Cpok rognoctu :AUG-2027

Analysis performed according ND / Ananus nposenen mo HJ: 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, uam. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OpHopoaHoCTh 1.7 lNokasaTtenb npuemnemoctn (AV)
Ao3uposaHns BorxeR 6biTh He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.6 not more than 15.0 /
_|Paracetamol / MokasaTtenb npuemnemoctu (AV)
napaueTamorn JormkeHr bbiTb He Gonee 15,0.
10 |Assay/ 397.9 mg 360 to 440 mg of CiH402
KornunyectseHHoe (Ibuprofen) per tablet /
onpeaerneHue OT1 360,0 mr go 440,0 mr Ci3H1502
(nbynpodbeH) B Tabnetke
326.09 mg

2925 to 357.50 mg of CsHgNO,
(Paracetamol) per tablet /

Ot 292,5 mr no 357,5 mr CgHgNO,
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/
ITpumeuanne: Ilpoayxr cootBercTBYeT TpeGoBanuam HJL

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
IloxroroBineHo:

Ankaj Verma @/ B @

Checked by /
[IpoBepeno: Naresh Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxep /
Pykosoautens :Kusum Lata

N\ '\\_-. o

Print Date:
Hara: 08.10.2022

Print Date:
Hata: 08.10.2022

Print Date:
Jlara. 08.10.2022

Registered Offica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




‘.o Dr. Reddy's Laboratories Ltd,
’ °® Forrulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,

: Distt. Solan, H.P., 173 205, INDIA

Te! : +91 98166 56001-G2
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTH®HKAT AHAJIHM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoyknnH®, TabieTKH, NOKPLIThHIE MJ1eHOYHOH 060J104K0i, 400Mr + 325Mr

Batch No / Cepua Ne : V2202032 Batch Quantity / O6vem naptuu : 776.0Kg
Analytical Report No / AHaanTHYecKHit oT4eT No : Date of Analysis / [laTa ananusa: 08.10.2022
040001652776,890001619750

Date of Manufacture / Jlata npousBoactsa : SEP-2022 |Date of Expiry / Cpoxk roanoct :AUG-2027

Analysis performed according ND / Anamu3 nposenen no HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nam. 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. / o 10 TabneTok
a carton. /Mo 10 Tabnetok  |B MBX/Al 6nnctep. Mo 1, 2 nnu 20

B MBX/Al 6nuctep. 1o 1 6rnncTepoB B NaYKy KApTOHHYIO
Bnuctepy B8 nauky BMECTE C MHCTPYKLUMEN no
KapTOHHY0 BMECTe C MPUMEHEHMIO.

VHCTPpyKLMER No

MPUMEHEHMIO.

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

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

rO4HOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpnmeyanue: [IpoaykT coorBercTByeT Tpebopanuam HII | 3axmodenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
loarotoneno: IpoeepeHo: Naresh Kumar | Ono6peno: Menemxkep /
Ankaj Verma ,A N @ PykoBoautens :Kusum Lata

ér/"/ &= ;—kf

Print Date: Print Date: Print Date:
Jata: 08.10.2022 Jata: US.10.2022 Mara. U8.1U.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



