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

CEPTUPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxkauH®, Tab1eTKH, NOKPHIThIE IVIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200393

Batch Quantity / O6bem mapTuu :
727.500 Kg

Analytical Report No / ABanuTudecknit oryer Ne :
040001536192 890001577669

Date of Analysis / JlaTa anann3za: 10.03.2022

Date of Manufacture / lata npou3Boactsa : Feb-2022

Date of Expiry / Cpok rogsoctu :Jan-2027

Analysis performed according ND / Ananuns uposenen mo H/: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 [Description / OnucaHue |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynoBuUaHOM
thbopmbl, NOKpbITbIE
M1IEHOYHOMN obonoykoi

OpPaHXEBOro LBeTa, C pUCKOi
Ha OOHOW CTOpPOHE; Ha
nonepevyHom paspese — 84po
O©enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynosBuUOHON
opmbl,  NOKPbITBIE  MAEHOYHOMN
000MOYKON OpaHXeBOro LUBeTa, C
pUCKOA Ha OJHOW CTOPOHE;, Ha
nonepe4yHoM paspese — 84po
©enoro nnu noyTtn 6enoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipogykr coorBercTByeT TpeboBaHusIM HJI

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Jara: 10.03.2022

Hara: 10.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: IIposepeno: Ono6peHo: Menemxkep /
Naresh Kumar Pardeep Kumar PykoBoautens /

@; C‘_‘s.f———' Abhishek Chauhan | | \
Print Date: Print Date: Print Date:

Hara: 10.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 101 40 4900 2000, fox: 101 40 4200 2999, Cmailt mail@drreddys.oom

CIN: L85195AP1384PLCO04507
www.drreddys.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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHUOUKAT AHAJIM3A

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

UG6ykauH®, TabNeTKH, NOKPHITHIE MIEHOYHOI 000104K0i, 400Mr + 325Mr

040001536192 890001577669

Batch No / Cepus Ne : V2200393 Batch Quantity / O6bem napTuu :
727.500 Kg
Analytical Report No / Ananutudyeckni orueT No : Date of Analysis / JlaTa ananu3za: 10.03.2022

Date of Manufacture / JlaTa npousBoacrsa : Feb-2022 | Date of Expiry / Cpox roanocru :Jan-2027

Analysis performed according ND / Ananus nposeaes mo HI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. No 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MNoannHHOCTL B cootBeTCTBUK C
onncaHnem

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 ygepxvBaHus OCHOBHbIX
NUKOB Ha XpomaTtorpamme
UcnbITyeMOro pacteopa  AOJDKHbI
COOTBETCTBOBATH BpEMEHaMm
yaepKUBaHNS Nn1KoB Ha
XpomaTtorpamme pacTeopa
CTaHpapTHbIX oGpasuos
nbynpocbeHa n  napaleramorna
(pazgen «KonunyectseHHoe
onpeaeneHue»)

3 |Average weight and 962.7 mg
mass uniformity /
CpepaHsist macca v
OAHOPOAHOCTL MO
macce

940,9 mg to 9991 mg
(970,0 mg £ 3,0 %) /

Or 9409 wmr pgo 9991 wr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
llpumeuanne: | lpogykT coorBeTcTBYET TpeboBanusam H/JL

Opinion : APPROVED
3axinouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: ITpoBepeHo: Ono6peno: Menemieb /
Naresh Kumar @ Pardeep Kumar l PykoBoautesnn
pig - Abhishek Chauhan | /{
Print Date: Print Date: Print Date:
Jarta: 10.03.2022 Jara: 10.03.2022 JaTa: 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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaaH®, TabNeTKH, NOKPITHIE NIEHO4HOH 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200393

Batch Quantity / O6bem napTus :
727.500 Kg

040001536192 890001577669

Analytical Report No / AnanuTrHuecknii oTuer Ne :

Date of Analysis / JTlaTa anasu3za: 10.03.2022

Date of Manufacture / JaTa npounspoacTsa : Feb-2022

Date of Expiry / Cpok rogaoctu :Jan-2027

Analysis performed according ND / Ananu3 nposenes mo HJI: 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, nzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

09 minutes 41 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTtBopeHne

93% - 99%

97% - 103%

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

He wmenee 70 % (Q) Ci3H1sO2
(nBynpodheH) yepes 30 MUH

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

He meHee 70 % (Q) CsHoNO:

(napauetamon) yepes 30 MUH

6 |Related substances/
PoacreeHHble npumecn

0.03%

0.0002%

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

7 |Water/Boga

1.5%

Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoxykT cootsercTRyeT Tpebosanusm HJ | 3akmouenne: OJ[TOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IposepeHo: Ono6peHo: Menemiep,/
Naresh Kumar @ Pardeep Kumar L/ PykoBoaurens k

- &= Abhishek Chauhan F
Print Date: Print Date: Print Date:
Jara: 10.03.2022 Jara: 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

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoykauH®, TabNeTKH, NOKPBITHIE MIEHOYHOI 060/10uK0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200393

Batch Quantity / O6bem mapTnu :
727.500 Kg

Analytical Report No / Ananurudeckuii order Ne :

040001536192 890001577669

Date of Analysis / JlaTa anamu3za: 10.03.2022

Date of Manufacture / lata npoussoacrsa : Feb-2022

Date of Expiry / Cpok rogaoctu :Jan-2027

Analysis performed according ND / Ananus nposegen no HJ[: [1N011252/01-110717 (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)

*8 |Microbial limits /
MukpoGBuonornyeckas
yuctoTa

a) Total aerobic
microbial count /
O6Lee yncno
a3pOobHbIX

MUKpOOprasnsmos

b) Total combined
yeasts and mould
count / O6bLee uncno
OPONOKEBBIX Y1
NnecHeBbIX rpubos

c) E. coli

Less than 10 CFU/g /
Menee 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 / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/
ITpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APTROVED
3akirouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: ITpoBepeHno: OnobpeHo: Menemxkep /
Naresh Kumar Pardeep Kumar PykoBoautens /
& 0‘—0-,/ Abhishek Chauhan |\ _ \
Print Date: Print Date: Print Date:

Hara: 10.03.2022

Hara: 10.03.2022

Jarta: 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 4500 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

CEPTUO®UKAT AHAJIM3A

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

M6yxaun®, TabieTKH, NOKPLITHIE IIEHOYHOH 060104K0ii, 400Mr + 325Mr

040001536192 890001577669

Batch No / Cepust Ne : V2200393 Batch Quantity / O6beM mapTuy :
727.500 Kg
Analytical Report No / AHasuTH4eckmii oTyer No : Date of Analysis / JlaTa anaym3sa: 10.03.2022

Date of Manufacture / Jlata npousBoacrsa : Feb-2022 | Date of Expiry / Cpoxk roanocrn :Jan-2027

Analysis performed according ND / Anasnus nposeaex mo HJI: I1N011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHoCTb 1.5 MokasaTtenb npnemnemocTy (AV)
003UpoBaHns JormkeH obiTb He Bonee 15,0.
Ibuprofen /
néynpocheH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.5 MokasaTtenb npuemnemocTn (AV)
napaueTamon fomkeH 6biTb He Bonee 15,0.
10 |Assay/ 394.9 mg 360 to 440 mg of Ci3H102
KonuyecteeHHoOE (Ibuprofen) per tablet /
onpeaerneHue Ot 360,0 mr go 440,0 mr Cq3H402
(nbynpodheH) B Tabnetke
325.61 mg 2925 to 357.50 mg of CgHoNO-
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO;
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoayKT coorTBeTcTBYeT TpeGosanusm HJI | 3akmodenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: [IposepeHo: Ono6peno: Menepxep /
Naresh Kumar @ Pardeep Kumar ﬁ PykoBoautens (ﬁ

& Abhishek Chauhan [\ _ &
Print Date: Print Date: Print Date:
Jata: 10.03.2022 Hata: 10.03.2022 Jlara: 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
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Dr. Reddy's Laboratori
Formulation Unit-6

es Ltd.

Vill. Khol, Nalagarh Road, Baddji,

Distt. Solan, H.P.,, 173 205,
Tel : +91 98166 56001-02
www.drreddys.com

INDIA

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabieTkH, NOKPbIThIE IJIEHOYHOI 0601049K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200393

727.500 Kg

Batch Quantity / O6bem napTuu :

Analytical Report No / AHannTu4decknii order Ne :
040001536192 890001577669

Date of Analysis / JIaTa ananm3za: 10.03.2022

Date of Manufacture / llata npouszsoactsa : Feb-2022

Date of Expiry / Cpok rognocru :Jan-2027

Analysis performed according ND / Ananns nposeaes o HJI[: TTN011252/01-110717 (amend Ne
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

1 from

.

11 | Package / Ynakoska |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 |8 NBX/Al 6nuctep. Mo 1, 2 unn 20
8 MBX/Al 6nucTep. Mo 1 BGnMCTEPOB B NaYKy KAPTOHHYIO
6nucTepy B Nadky BMECTE C UHCTPYKUUER no
KapTOHHYO BMECTE C NPUMEHEHMIO.

WHCTpYKUMER no
NPUMEHEHMUIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTBumM ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TeMnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 ner

roaHoOCTH

Remarks : 'I'he Product contorms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoaykT cootBercTByeT TpebopanusaM HJI | 3akimouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [IpoBepeno: Ono6peHo: Menemxkep /
Naresh Kumar @ Pardeep Kumar PyxoBoautens

= <>i/' Abhishek Chauhan L \
Print Date: Print Date: Print Date:
Hara: 10.03.2022 Hara: 10.03.2022 Hata: 10.03.2022
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