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

CEPTUGHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknuu®, TabaeTKH, NOKPLITHIE MIeH0YHOH 060104K0#, 400Mr + 325mr

Batch No / Cepust Ne : V2200395

Batch Quantity / O6bem mapTHu :
776.0000 Kg

Analytical Report No / AHauTHYecKHH oT4eT Ne :
040001536708 890001577847

Date of Analysis / lata anamu3za: 10.03.2022

Date of Manufacture / lata nponssojcTsa : Feb-2022

Date of Expiry / Cpok roanoctu :Jan-2027

Analysis performed according ND / Ananus nposenen mo HJl: TIN011252/01-110717 (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. Test
No

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancyrnoBuAHOM
dopmbl, NOKpbITbIE
NAeHo4YHOW obonoukon

OpaHXeBoro LBeTa, C PUCKON
Ha OOHOW CTOpOHE; Ha
nonepeyYyHoM paspese — A4po
Benoro upeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabrneTtkun KancynoBUOHOWN
¢opmbl,  MOKPbITbIE  TIEHOYHOW
obonoykon opaHxeBoro LuseTa, C
pUCKOW Ha OOHOW CTOPOHE; Ha
nonepevyHom paspese — A4po
6enoro nnu noyTtn 6enoro UseTa

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanmsam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Jara: 10.03.2022

Jata: 10.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneno: [IpoBepeHo: Ono6peno: Menemxep /
Naresh Kumar é Pardeep Kumar ./ PykoBoaurens
g
= (2{—,— Kusum Lata &j%g
Print Date: Print Date: Print Date:

Jarta: 10.03.2022

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

CIN: L85195AP1984PLC0O04507
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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHO®UKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaun®, Ta61eTKM, NOKPLITHIE MJIEHOYHOH 060.104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200395

Batch Quantity / O0bem napTuu :
776.0000 Kg

Analytical Report No / Ananmurndecknii oruer Ne :
040001536708 890001577847

Date of Analysis / /laTa anannsa: 10.03.2022

Date of Manufacture / lara npoussoactsa : Feb-2022

Date of Expiry / Cpok rogaocru :Jan-2027

Analysis performed according ND / Ananus nposenen no H/: [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, u3m. Ne 2 ot 23.09.2019)

2 Identification /
lMNoannHHoCTL

a) Complies as prescribed/
B cooTBeTCTBUM C

The retention time of the main peaks
on the chromatogram of the test

mass uniformity /
CpegHsada macca u
OAHOPOAHOCTL MO
mMacce

OnMcaHnem 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
nMKoB Ha XpomarorpaMmme
UCNbITYEMOro  pacTsopa  [OSTKHbI
COOTBETCTBOBATb BpemMeHam
yaepXnBaHna nUKoB Ha
Xpomarorpamme pacTeBopa
CTaHpapTHbIX obpasLoB
wbynpocpeHa 1 napaueTamona
(paspen «KonunyecteseHHoE
onpegeneHue»)

3 |Average weight and 963.1 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %)/
Or 9409 wMr pmo 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 bonee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanuaM HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jara: 10.03.2022

Jata: 10.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroeneHo: [IpoBepeHo: Onobpeno: Menemxep /
Naresh Kumar (s Pardeep Kumar QL_ PykoBonurens £
>
g Kusum Lata @;
Print Date: Print Date: Print Date:

Jara: 10.03.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com




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

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykana®, TabiaeTKH, NOKPLIThIE M1eH04HOii 060104K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2200395

Batch Quantity / O6bemM napThu :
776.0000 Kg

040001536708 890001577847

Analytical Report No / AnasnTH4ecknii oTuer Ne :

Date of Analysis / [laTa ananusa: 10.03.2022

Date of Manufacture / Jlata mponssoacrsa : Feb-2022

Date of Expiry / Cpok roggocTs :Jan-2027

Analysis performed according ND / Ananus nposeaen no HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

4 |Disintegration /
PacnapaemocTb

11 minutes 03 seconds

Not more than 30 minutes /
He 6onee 30 muH

9 |Dissolution /
PactBopeHve

97% - 104%

95% - 102%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H102
(nBynpodhbeH) yepes 30 MUH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He meHee 70 % (Q) CsHsNO:
(napauetamon) Yyepes 30 MVH

CsHgNO,
30

6 |Related substances /
PopctBeHHbIE NpUMmecH

0.03%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpogeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (NpUumecs
napaueTtamona) — He 6onee 0,005%

7 |Water/ Bopga

1.6 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpuveuanue: [TpoaykT cootsercTByeT TpeGosanmsam HJI | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeHo: Ono6peHo: MeHemkep /
Naresh Kumar @ Pardeep Kumar PyxoBoautens w/

Qi/ Kusum Lata %
Print Date: Print Date: Print Date:
Jara: 10.03.2022 Hara: 10.03.2022 Jara: 10.03.2022
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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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkaun®, Tab1€TKH, NOKPHITHIE M1EHOYHOI 0601049K0MH, 400Mr + 325mr

Batch No / Cepusi Ne : V2200395

Batch Quantity / O0bem napTuu :
776.0000 Kg

040001536708 890001577847

Analytical Report No / AHanuTH4ecKuii oTdyer N :

Date of Analysis / IaTa ananu3za: 10.03.2022

Date of Manufacture / JIata npoussojactia : Feb-2022

Date of Expiry / Cpok rogaoctu :Jan-2027

Analysis performed according ND / Ananus nposenes mo HJI: ITN011252/01-110717 (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)

*8 [Microbial limits /
Mukpobuonoruyeckasn
yuctoTa

a) Total aerobic
microbial count /
O6uee 4ncno
a3pobHbIX

MUKPOOPraH1M3mMoB

b) Total combined
yeasts and mould
count / Obwee 4vncno
OpOoXCKEBbIX U
nnecHeBbIX rpnboB

c) E. coli

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

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

Absent / OTtcyTcTBYET

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 / OTcyTCcTBUE B
1r

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTCTBYET Tpeboanusm HJI

Opinion : APPROVED
3akmodenue: OJOBPEHO

Jata: 10.03.2022

JHara: 10.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoByieHo: IIpoeepeHo: Ono6peno: Menemxep /
Naresh Kumar @ Pardeep Kumar i PykoBoautens P
— — Kusum Lata ?ég
Print Date: Print Date: Print Date:

Jara: 10.03.2022
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yk1uE®, Ta0IeTKH, MOKPbITHIE NVIeHO4HOH 060104K0ii, 400Mr + 325mMr

Batch No / Cepusa Ne : V2200395

Batch Quantity / O6beM NapTHH :
776.0000 Kg

Analytical Report No / Ananuru4yeckuii oryer Ne :
040001536708 890001577847

Date of Analysis / JlaTa ananu3za: 10.03.2022

Date of Manufacture / JaTa npou3gogcrsa : Feb-2022

Date of Expiry / Cpok roanoctu :Jan-2027

Analysis performed according ND / Anaau3s nposeaen no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHoCTh 0.7 MokasaTenb npvemnemocTu (AV)
003UpoBaHus OornKeH 6biTb He 6onee 15,0.
Ibuprofen /
nbynpodoeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.7 MokasaTtenb npnemnemoctn (AV)
napaueTamon normkeH 6bITb He Bonee 15,0.
10 |Assay/ 398.4 mg 360 to 440 mg of Ci3H102
KonuuecTteseHHoe (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 mr go 440,0 mr Cy3H102
(nBynpodcheH) B TabneTke
321.92 mg 2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CeHgNO-
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykt cooTBeTcTByeT Tpebosanusam HJI

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Jata: 10.03.2022

Hara: 10.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: IIposepeHo: OnobpeHo: Menemxep /
Naresh Kumar Pardeep Kumar PykoBonurens .
4 l \. %9
G— = Kusum Lata -
Print Date: Print Date: Print Date:

Jata: 10.03.2022

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

CIN: L85195AP1984PLC004507
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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 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTHDHEKAT AHAJIM3IA

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, Ta61eTKH, HOKPHITHIE IEHO4HOl 060.,104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200395 Batch Quantity / O6nLem naprTnu :
776.0000 Kg
Analytical Report No / AHauTHYecKHii oTueT Ne : Date of Analysis / JlaTta anasusa: 10.03.2022

040001536708 890001577847
Date of Manufacture / JIata nponssoactea : Feb-2022 | Date of Expiry / Cpok roasocru :Jan-2027
Analysis performed according ND / Anasu3s mposegen no HJI: T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 o1 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. / Mo 10 Tabnetok
a carton. / Mo 10 Tabnetok | MBX/Al 6nnctep. Mo 1, 2 unn 20

B MBX/Al 6nuctep. lNo 1 GnMCTEpPOB B Nayvky KapTOHHYIO
6rmcTepy B nayky BMECTE C UHCTPYKLUMen no
KapTOHHYI0 BMECTe C NPUMEHEHMIO.

WHCTpYyKUMER no

NPUMEHEHMIO.

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

XpaHeHune lNpu TemnepaTtype He Bbiwe 25 .
14 | Shelf life / Cpok 5 years /5 net

rogHoCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cootBeTcTBYeT Tpebosannam HJI | 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: ITpoBepeHo: Ono6peHo: Menemxep /
Naresh Kumar Pardeep Kumar PykoBoautenb »

@/ <>L,_, Kusum Lata %é’g/

Print Date: Print Date: Print Date:
Hata: 10.03.2022 Jata: 10.03.2022 Hara: 10.03.2022

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