Dr.Reddy’s Q!

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

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykann®, TabieTkH, NOKPLITLIE MJIeHOYHOH 060104Ko0ii, 400Mr + 325mMr

Batch No / Cepust Ne : V2200479

Batch Quantity / O6bem naptuu : 776.00Kg

Analytical Report No / AnanuTudyecknii orger Ne :
040001544718, 890001581099

Date of Analysis / JlTaTta ananu3a: 28.03.2022

Date of Manufacture / Jlata mpousgoactsa : Mar-2022

Date of Expiry / Cpoxk roguocrs :Feb-2027

Analysis performed according ND / Auanus nposeges mo HJI: IIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KarcynosugHown
dopmel, NOKpbITbIE
MIIEHOYHOM obonoykoi

OpaHXeBoro uBeTa, C pUCKon
Ha OofHOW CTOpoOHEe;, Ha
nonepeYyHom paspese — aapo
Benoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynosnaHoun
dopMbl,  NOKpbITEIE  MNEHOYHOW
ofonovkoll opaHxeBoro LUBeTa, C
puckoii Ha OfHON CTOpOHE; Ha
nonepeyHom paspese —  S4pO
6enoro unu noyTn Gernoro useTa

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 28.03.2022

Hara: 28.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBieHo: Ipoeepeno:Himesh Kumar Ono6peno: Menemxep /
Ankit PykoBoauTenb
/Aj C_“J/%‘”W Pawan Kumar \2
L A
Print Date: Print Date: Print Date:

Hara: 28.03.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUOUKAT AHAJIM3A

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

Noykana®, Tab/IeTKH, MOKPBITHIE MJIEHOYHOH 060/104K0ii, 400mMr + 325Mr

Batch No / Cepusa Ne : V2200479 Batch Quantity / O6bem naptuu : 776.00Kg

040001544718, 890001581099

Analytical Report No / AHaauTHYecKuii oTyer No : Date of Analysis / JlaTa anamusa: 28.03.2022

Date of Manufacture / Jlata npousBojcTBa : Mar-2022 |Date of Expiry / Cpoxk roguoctu :Feb-2027

Analysis performed according ND / Auasus nposenen mo HJI: I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTL B cooTBeTCTBUN C
onucaHuwem

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 yaepxvMBaHUA OCHOBHbIX
NNKOB Ha XpomartorpaMmme
ucnbliTyemoro pactsopa  AOJDKHbI
COOTBETCTBOBATH BpemMeHam
yaepXuBaHus N1KoB Ha
XpomaTtorpamme pacTeopa
CTaHAapTHbIX obpasLos
nbynpocbeHa ¥  napaueramona
(paspen «KonuuyecteeHHoe
onpegeneHuey)

3 |Average weight and 966.0 mg
mass uniformity /
CpepnHas macca 1
O[HOPOAHOCTb MO
mMacce

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

Or 940,9 wMr pgo 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He 6onee £ 5 %
2/20 tablets - NMT +=10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykt coorBeTcTByeT Tpebopanusam H/J

Opinion : APPROVED
3axmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: [Tpoepeno:Himesh Kumar Onobpeno: Menemxep /
Ankit A — Pykosogurens
A C :““)L— R Pawan Kumar )\F
/A A\
Print Date: Print Date: Print Date:
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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 : +91 98166 56001-02
www.drreddys.com

CEPTH®UKAT AHAJIU3A

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

H6ykaun®, Tab/eTKH, NOKPBITHIE IIEHOYHOI 0601049K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200479 Batch Quantity / O6bem maptuu : 776.00Kg

040001544718, 890001581099

Analytical Report No / AHanuTHYecKkuif oTder Ne : Date of Analysis / JIaTa ananu3a: 28.03.2022

Date of Manufacture / Jlata npoussogctsa : Mar-2022 |Date of Expiry / Cpok rogaoctu :Feb-2027

Analysis performed according ND / Auanus nposeaen mo HI: T1N011252/01-110717 (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)

97% - 103%

4 |Disintegration / 09 minutes 32 seconds Not more than 30 minutes /
PacnagaemocTb He 6onee 30 MuH

5 |Dissolution / 97% - 99% NLT 70% (Q) C13H1sO2 (Ibuprofen)
PacTBOpeHue dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H1.02
(nBynpodcheH) yepes 30 MuH

NLT 70% Q) CsHoNO2
(Paracetamol) dissolved in 30
minutes /

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

6 |Related substances / 0.03%
PopcrBeHHble npumMmecn

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
néynpodceHa — He Boniee 1,0 %

0.0001 % 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammuHodeHon (npumech
napaueTtamona) — He Gonee 0,005%

7 |Water/Bopa 1.3% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeuanne: [TpoayKT cooTeTcTByeT TpeGosanuam HJI | 3axmotenune: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotorneHo: ITpoepeno:Himesh Kumar Onob6peHo: Menemxep /
Ankit - 7’\l’\ Pyxosoauresis
/A = — | Pawan Kumar _X
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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, IND]A
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxkamH®, TabneTku, NOKPbITHIE MVIEHOYHOH 000J049K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2200479

Batch Quantity / Oobem naptau : 776.00Kg

Analytical Report No / Anasurndeckuii oruer Ne :
040001544718, 890001581099

Date of Analysis / JlaTa anayun3za: 28.03.2022

Date of Manufacture / JaTa npon3BoacTsa : Mar-2022

Date of Expiry / Cpok rogaoctu :Feb-2027

Analysis performed according ND / Ananus nposenex mo HJ{: 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, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuororuueckas
ymcToTa

a) Total aerobic
microbial count /
O06Luee yucno
a3pOobHbIX
MUKPOOPraHN3MOoB

b) Total combined
yeasts and mould
count / Obwee uncro
OPOXOKEBBIX U
nnecHesbIX rpubos

c¢) E. coli

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

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

Absent / OTcyTcTBYET

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/ Opinion : APPROVED
Ipumeuanne: [TpoayxT coorBeTcTBYeT Tpebosanusam HJ| | 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TpoBepeno:Himesh Kumar Ono6peno: Menemxep /
Ankit PykoBoauTens

A/ Cj_L —— | Pawan Kumar

/ N
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@e Dr. Reddy's Laboratories Ltd.
Dr. Red dy’s ‘... Formulation Unit-6
° Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  Www.drreddys.com

CEPTUPUKAT AHAJTH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, TabneTkH, NOKPbIThIE IJIEHOYHOH 060104K0#, 400Mmr + 325mr

Batch No / Cepus Ne : V2200479 Batch Quantity / O6sem naptuu : 776.00Kg

Analytical Report No / AHauTHYecKuii oTyer Ne : Date of Analysis / Jlata aHanu3a: 28.03.2022
040001544718, 890001581099
Date of Manufacture / Jlata npoussogctsa : Mar-2022 |Date of Expiry / Cpox roasocts :Feb-2027
Analysis performed according ND / Anaau3 nposegen no HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHOCTb 1.2 MokasaTens npuemnemoctu (AV)
003npoBaHns JormkeH 6blTb He Bonee 15,0.
Ibuprofen /
ubynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.2 MokasaTenb nprvemnemocty (AV)
napaueTtamon JormkeH ObITk He Bonee 15,0.
10 |Assay/ 394.2 mg 360 to 440 mg of Ci3H1s02
KonuuectseHHoe (Ibuprofen) per tablet /
onpeaeneHve Ot 360,0 mr no 440,0 mr Ci3H1302
(ubynpodbeH) B Tabnetke
325.15mg 292.5 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHgNO»
(napaueTamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoykT cooTseTcTByeT TpeGoBanmsiv HJ[ | 3akmodenye: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBJieHO: [Tpoeepeno:Himesh Kumar Op06peHo: Menemxep /

Ankit i s Pykoeonutens 0
/’/A QJ'— — | Pawan Kumar /%
= N
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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
www.drreddys.com

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknua®, Ta61eTKH, NOKPHITHIE IIeHOYHOl 060/1049K0#, 400Mmr + 325mr

Batch No / Cepus Ne : V2200479 Batch Quantity / O6bem naptuu : 776.00Kg

Analytical Report No / AHanuTHYecKuii oTyeT No : Date of Analysis / [ITata ananu3a: 28.03.2022

040001544718, 890001581099
Date of Manufacture / JIata npousBogcTsa : Mar-2022 | Date of Expiry / Cpox rogsocta :Feb-2027
Analysis performed according ND / Ananus nposeset no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTtok

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTtok
B MBX/Al 6nuctep. Mo 1, 2 unn 20

OnncTepoB B Nayky KapTOHHYLO
BMECTE C UHCTPYKUMEN no
NPUMEHEHUIO.

B MBX/Al 6nucrep. Mo 1
Bnncrepy B nayky
KapTOHHY BMECTE C
WHCTPYKLei no
NPUMEHEHNIO.

According to ND / B cootBeTcTBMM ¢ H]]

At temperature not more than 25 °C./

12 | Labeling / Mapkuposka
13 | Storage conditions /

XpaHeHue Mpun Temnepatype He Boile 25 °C.
14 | Shelf life / Cpok 5years/5 net
rogHoCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpaveuanne: [Iponykr cooTercTByeT TpeGosanuam H]I | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [TpoeepeHo:Himesh Kumar Ono6peno: Menemxep /
Ankit 35 \ - PyxoBoautens
/A e - | Pawan Kumar g\
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