Dr.Reddy’s ‘,’-

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabaeTkH, NOKPHITHIE IIJIEHOYHOH 000/04KO0#, 400MT + 325Mr

Batch No / Cepusi Ne :

V2101674

Batch Quantity / O6bem napTvn :
712.500 Kg

040001455701

Analytical Report No / AHasiuTH4YecKkHii oTyeT Nob :

Date of Analysis / laTta anasm3a: 29.10.2021

Date of Manufacture / JIaTa npousBoacrsa : Sep-2021

Date of Expiry / Cpok rognoctu : Aug-2026

Analysis performed according ND / Ananu3 nposenen mo HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, u3m. Ne 2 o1 23.09.2019)

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetkm  KancyrnoBuaHoOM
chopmbl, MOKpbITbIE
NeHoYHOoM obonoykoi
OpaHXXeBoro LBeTa, C PUCKON
Ha OOHOW CTOPOHE;, Ha

nonepeyHom paspese — agpo
Benoro ugeta

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 / Tabnetkn kancynoBuUaHOM
hopMbl,  MOKPLITEIE  MNEHOYHOM
000MNoUYKon oOpaHXeBOrO LBeTa, C
pUCKON Ha OJHOW CTOPOHE; Ha
nonepeYyHoM paspese 4po
Oenoro unu noyTtn 6enoro UseTa

Remarks : The Product conforms to ND/
IIpumevanue: Ilponykr coorBeTcTBYyeT TpeboBaHusm HJI

Opinion : APPROVED
3aknwuenue: OJOBPEHO

Hara: 29.10.2021

Jara: 29.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosiieHo: IIposepeno: OpnobpeHo: Menemxep /
Ankit ! Himesh Kumar Pykoronutens
[' Manoj Kumar
Print Date: Print Date: Print Date:

Jara: 29.10.2021

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: mail@drreddys.com

CIN: L85195AP1284P1LCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formuilation Unit-6

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

CERTIFICATE OF ANALYSIS  ywuw.drreddys.com
CEPTU®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuu®, TabneTKH, HOKPLITHIE MJIeHOYHOIT 00601049K0i1, 400Mr + 325Mr

Batch No / Cepusi Ne : V2101674

Batch Quantity / O6bem nmaptum :
712.500 Kg

Analytical Report No / Anaaurndeckuii oryer No :
0406001455701

Date of Analysis / JlaTa ananuza: 29.10.2021

Date of Manufacture / Jlata npon3Bojacrsa : Sep-2021

Date of Expiry / Cpok rognocrn : Aug-2026

Analysis performed according ND / Ananu3 nposegen mo HI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2

Identification /
[MognnHHOCTL

a) Complies as prescribed/
B cootBeTcTBUM 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 yoepXmBaHMA OCHOBHBIX
nnKoB Ha xpomaTtorpamme
UCMbLITYEMOrO  pacTeopa  AOJTKHbI
COOTBETCTBOBATb BpeEMEHaMm
yaepxuBaHus MUKOB Ha
XpomaTorpamme pacTteBopa
CTaHZapTHbIX obpasLos
ubynpochbeHa 1 napauyetamona
(pasaen «KonuuectBeHHoe
ornpegeneHmey)

Average weight and
mass uniformity /
CpeaHasa macca un
OAHOPOAHOCTb MO
macce

967.9 mg

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

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

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

Remarks : The Product conforms to ND/
ITpumevanne: [TpoaykT coorBeTcTBYET TpeboBanusam H]T

Opinion : APPROVED
3axmouenne: OJOBPEHO

Jara: 29.10.2021

Hara: 29.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Onobpeno: Menemxep /
Ankit Himesh Kumar PykoBoautens
& B_}_.,»—/l Manoj Kumar ,gL /
- b e,
Print Date: Print Date: Print Date:

Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2955, Email: mali@drreddys.com

CIN: L85195AP1284PLCOCA507

www.arreddys.com
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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

CERTIFICATE OF ANALYSIS  yww.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknun®, TabeTKH, NOKPBITHIE MJIEHOYHO# 000a04K0MH, 400Mr + 325Mr

Batch No / Cepust Ne : V2101674

Batch Quantity / O6bem mapTuu :
712.500 Kg

040001455701

Analytical Report No / Anaaurnuyeckuii oTder Ne :

Date of Analysis / JlaTa ananu3za: 29.10.2021

Date of Manufacture / Jlata npoussojictsa : Sep-2021

Date of Expiry / Cpox rognoctu : Aug-2026

Analysis performed according ND / Ananu3 npoeegen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Ne 1 ot 06.09.2018, n3am. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

07 minutes 13 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTteopeHue

97% - 103%

96% - 102%

NLT 70% (Q) Ci3H402 (Ibuprofen)
dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3H1502
(nBynpodheH) uepes 30 MUH

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

He meHee 70 % (Q) CsHoNO;
(napaueTtamon) 4Yepes 30 MyH

6 |Related substances /

PoacreeHHble npumMecu

0.04%

0.001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpodpeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHopeHon (npumech
napauetamora) — He 6onee 0,005%

7 |Water/Bopa

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr coorserctyet Tpebopanusm H]I | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotroBneHo:; [IporepeHo: Onobpeno: Menemxkep /
Ankit Himesh Kumar PykoroauTens

@ Manoj Kumar L)-;/,L‘

‘= <ol M (gt

Print Date: Print Date: Print Date:
Jara: 29.10.2021 Hara: 29.10.2021 Hata: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +41 40 4900 2999, kmail: mall@drreddys.com

CIN: L85195AP1284PLCO04507

www.drreddys.com




‘. g Dr. Reddy's Laboratories Ltd.

Y ¢ Formulation Unit-6

Dr. Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CEPTUOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabNeTKH, NOKPHIThIE NJIeHo4YHOo#H 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101674 Batch Quantity / O6bem napTuu :
712.500 Kg
Analytical Report No / AHanuTu4eckuii oryer Ne : Date of Analysis / lata ananmusa: 29.10.2021
040001455701
Date of Manufacture / lata npou3Bojacrsa : Sep-2021 | Date of Expiry / Cpok rognocts : Aug-2026

Analysis performed according ND / Anamu3 nposegen o H/: T1 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)

8 |Microbial limits /
Mwukpobuonorudeckas
yncToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
Ob6lwee vnucrno
a3pobHbIX
MUKPOOPraHu3mMoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/T He 6onee 100 KOE/r
count / O6wee yncno
OPONCKEBBIX U
nnecHesbIx rpnbos
Absent in 1g/ OTcyTtctByeT B [Shall be absent in 1g / OTcyTcTBUE B

¢) E. coli ir 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Tpoaykr cooTBeTcTBYET Tpebopanuam HJ[ | 3aximouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlonrorosneHo: [IpoBepeHo: Onobpeno: MeHnemxep /
Ankit Himesh Kumar PykoBoautens B

C,A,, Clg—’/—ﬁ: RS Ml

Print Date: Print Date: Print Date:
Jara: 29.10.2021 Hata: 29.10.2021 Hata: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Fmail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



‘.o Dr. Reddy's Laboratories Ltd.

Y °® Formulation Unit-6

Dr' Reddy s 0. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxnnu®, TabneTku, NOKPbIThIE NJIeHOYHOH 000104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101674 Batch Quantity / O0bem napTum :
712.500 Kg
Analytical Report No / AHaquTHYecKkHii oT4yeT Ne : Date of Analysis / JIlaTta ananausa: 29.10.2021
040001455701
Date of Manufacture / JJata nponssoacrsa : Sep-2021  [Date of Expiry / Cpok roasocts : Aug-2026

Analysis performed according ND / Anann3 nposeaen mo HJI: [IN011252/01-110717 (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 /
/ OpHopoaHOCTb 0.8 Mokasatenb npuemnemocTn (AV)
003npoBaHus JomkeH 6bITb He Oonee 15,0.
ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 2.1 Mokasatenb npuemnemocty (AV)
napaveTtamorn JommXeH ObITb He Gonee 15,0.
10 |Assay/ 395.7 mg 360 to 440 mg of CiasHi02
KonuuecteBeHHoe (ibuprofen) per tablet /
onpegenexve Ot 360,0 mr go 440,0 mr Ci3H+O2
(nbynpocbeH) B TabneTke
315.47 mg 292.5 to 357.50 mg of CgHiNO:
(Paracetamol) per tablet /
OT1 292,5 mr no 357,5 mr CsHgNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cootBercTByeT Tpebopanusam HJ[ | 3akuouenue: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeeHo: [IpoBepeHo: Onobpeno: MeHemkep /
Ankit Himesh Kumar PykoBoauTenn

& iy Manoj Kumar -
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Print Date: Print Date: Print Date:
Hara: 29.10.2021 Hata: 29.10.2021 Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel, 191 40 4900 2000, Mox: 191 10 1900 2999, Email: mail@drreddys com
CIN: L85195AP1984PLC0O04507
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

CEPTUDPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyknuH®, TabieTkH, NOKPLITHIE NIeHOYHOIT 060.10uKo0i, 400mr + 325Mr

Batch No / Cepust Ne : V2101674

Batch Quantity / O6bem napTuu :
712.500 Kg

040001455701

Analytical Report No / AHanuTndeckuii oryer Ne :

Date of Analysis / JaTa ananusa: 29.10.2021

Date of Manufacture / JIata npousBoacTsa : Sep-2021

Date of Expiry / Cpok ropnoctn : Aug-2026

Analysis performed according ND / Anamus nposeged mo H: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uaMm. Ne 1 ot 06.09.2018, u3m. 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 leafletin |leaflet in a carton. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok  |B NMBX/Al 6nuctep. Mo 1, 2 nnun 20
B MNMBX/Al 6nnctep. Mo 1 OnucTepoB B NaYKy KAPTOHHYIO
6nncTepy B nayky BMECTE C MHCTPYKUUER No
KapTOHHYO BMECTE C NPUMEHEHNIO.

WHCTpYKUMER no
NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cooTseTcTBun ¢ HJ]
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaTtype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years / 5 net

rogHoCcTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykt cooteTcTBYeT TpeboBanuam HJl | 3axmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosinieHo: ITpoBepeHo: Onobpeno: MeHemxkep /
Ankit Himesh Kumar PykoBoautens

A Manoj Kumar
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Print Date: Print Date: Print Date:
Hara: 29.10.2021 Jara: 29.10.2021 Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +31 40 4800 2355, Email: mail@drreddys.com
CIN: L&5195AP1984PLC0O04507
www.drreddys.com



