[ X3
Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

[Product : Ibuclin, film-coatcd tablets 400 mg ! 325 mg
Ny kunu®, 1abierkn, HOKPLITHIE NJIEHOYHON oGosoukoii, 400mr + 325mr

Batch No / Cepus Ne : V2101374

Batch Quantity_/ O0bem mapTu :
776.000 Kg

-Anagtical Report No / Anasurnyeckuii oTuer Ne :
890001543875, 890001543579

Date of Analysis / JlaTa anaau3za: 10.09.2021

Date of Manufacture / I[aTa_leOIBBOIICTBa : Aug-2021

Date of Expiry / Cpok rognoctu : July-2026

Analysis performed according ND / Anann3 nposeaen mo HI: 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, u3m. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

1 bescription/ OnwncaHwne |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynosuaHowM
dopmbl, NOKPbLIThIE
MieHoYHoM obonoykoin

OpaHXeBOro LBeTa, C pUCKOW
Ha OOHOW . CTOPOHe, Ha
rnonepeyHoM paspese — 84po
fenoro upeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn kancynoBwaHOW
dopmbl,  MOKPbITbIE  MNEHOYHOWM
000MOYKON OpaHXeBoro LBeTa, ¢
pUCKOAW Ha OOHOW CTOpPOHE, Ha
nonepeyHoM paspese —  S4po
6enoro unu noutun Genoro useTa

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr cootBercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3axkmouenune: OJOBPEHO

Prepared by /
IToarorosneHo:
Pardeep Kumar

Checked by /
[IpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Opnob6peno: Menemxep /
PykoBogurenn

Manoj Kumar

Print Date:

Hara: 10.09.2021

Print Date:

Hara: 10.09.2021

Print Date:
Hara: 10.09.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
M0y kianu®, 1204e 1K1, MOKPLIThIE MJEHOYHOH 000/104KOi, 400mr + 325mr

Batch No / Cepusi Ne : V2101374

Batch Quantity / O0bem napTuu :
776.000 Kg

Analytical Report No / AnajauTuyecknii or4yer No :
890001543875, 890001543579

Date of Analysis / laTta anaaunsa: 10.09.2021

Date of Manufacture / Jlata nponssojctsa : Aug-2021

Date of Expiry / Cpox rognocts : July-2026

Analysis performed according ND / Anamu3s nposesen o HJ(: IINOI 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. No 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

mass uniformity /
CpeaHsasa macca v
0OHOPOAHOCTb NO
macce

2 Identification / a) Complies as prescribed/
MopnNWHHOCTb B cooTBeTCTBUU C
onvcaHuem
3 |Average weight and 973.7 mg

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 yoepXvWBaHWS OCHOBHbIX

nmKos Ha XxpomaTorpamme
MCMBLITYEMOro  pacTsopa  AOJDKHbI
COOTBETCTBOBATb BpEeMeHam
yoepxusaHus nMKoB Ha
XpomaTorpamme pacTtBopa
CcTaHAapTHbIX obpasuos
unbynpodeHa 1  napaueTamona
(paspen «KonnuecteeHHoe
onpeaerneHme»)

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

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

18/20 tablets — NMT £ 5% /

18/20 Tabnetok — He Gonee £ 5 %
2/20 tablets — NMT £+ 10% /

2/20 Tabnetok — He Gonee £ 10 % |

Remarks : The Product conforms to ND/
Tpumeuanue: [IpoayKT COOTBETCTBYET TpeOOBAHUAM HJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToaroToBneHo:
Pardeep Kumar

f

—_—

Checked by /
[TpoBepeHo:
Himesh Kumar

fd

Approved by: Manager/Executive /
Ono6peno: Menemxep /

Print Date:
JHata: 10.09.2021

Print Date:
Hara: 10.09.2021

PykoBonurenn
,*Y‘n (ﬂf-“é
Print Date:

Manoj Kumar
Jara: 10.09.2021

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

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Ihuclin, film-coated (ablets 4mmg-|—325—mg o
NOoyk11H®, Ta0IeTKH, MOKPBIThIE nJeHo4Hol 060104K0i, 400mMr + 325mr

Batch No / Cepusi Ne : V2101374

Batch Quantity / O6bem napTuH :
776.000 Kg

Analytical Report No / AHATHTHYECKHH 0OTHeT No ¢
1890001543875, 890001543579

Date of Analysis / lata anannsa: 10.09.2021

Date of Manufacture / lata nponzsogersa : Aug-2021

Date of Expiry / Cpox roauoern : July-2026

| Analysis performed according ND / AHa/1u3 HpPOBE/IeH 110 HJI: [TNOI 1252/01-110717 (amend Ne 1 from
06.09.2018. amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

10 minutes 42 seconds

Not more than 30 minutes /
He 6onee 30 mvH

5 |Dissolution /
PacteopeHue

96% - 98%

99% - 102%

NLT 70% (Q) C1sH1sO2 (Ibuprofen)
dissolved in 30 minutes /

He menee 70 % (Q) Ci3H1O2
(wBynpodeH) yepes 30 MUH

NLT 70% Q) CsHsNO2
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CeHoNO:
(napaueTamor) Yepes 30 MuH

6 |Related substances /
PoacTBeHHbIE NpUMECH

0.05%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecem
ubynpocpeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumeck
napaueramona) — He 6onee 0,005% |

7 |Water/Boga

1.6 %

Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [1poyKT COOTBETCTBYET tpebosanuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Jata: 10.09.2021

Jata: 10.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroseHo: [TpoBepeHo: Onobpeno: Menenxep /
Pardeep Kumar Himesh Kumar PykoBoauTeNh
’_—_&’\ Manoj Kumar
A ms———m ol
Print Date: Print Date: Print Date:

Jlara: 10.09.2021

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

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3

Product : 1buclin, film-coated tablets 400 mg + 325 mg
HOykanH®, Tab1eTKH, NOKPBITHIE EHVYHLI 0600uKOV#, 400Mr + 325Mr

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Batch No / Cepus Ne : V2101374

Batch Quantity / O6bem naptuu :
776.000 Kg

Xnalytical Report No / Ananurnyeckuii oruer Ne :
890001543875, 890001543579

Date of Analysis / laTta ananmusa: 10.09.2021

Date of Manufacture / /lata npousBoacrsa : Aug-2021

Date of Expiry / Cpok roanocru : July-2026

Analysis performed according ND / Auann3 nposexen no HJ: I1NO11252/01-110717 (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)

8 |Microbial limits /
Mukpoburonorvnyeckas
yucToTa

a) Total aerobic
microbial count /
O6Lwee yucno
a3poGHbIX
MMWKPOOpPraHu3moB

b) Total combined
yeasts and mould
count / Obuee uncno
APONOKEBLIX U
nnecHesbIX rpubos

c) E. coli

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

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

Absent in 1g / OTtcyTcTBYET B
ir

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/
ITpumeuanne: [Tponykt coorBeTcTBYET TpeGoBanuam HJI

Opinion : APPROVED
3axarouenne: O/IOBPEHO

Hara: 10.09.2021

Hara: 10.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneno: [IpoBepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
. Manoj Kumar ~
4 c:-_\" \ =y v
c___;ﬂ' ) ~7 . {TM éu,{,l_
Print Date: Print Date: Print Date:

Hara: 10.09.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg ]
MOy kinn®, TabieTKy, MOKPbLITHIE 11EHO4HOH 060/104K0ii, 400MT + 325mr

Batch No / Cepusi Ne : V2101374

Batch Quantity / O6bem naprtum :
776.000 Kg

Analytical Report No / Anajuruueckuii oryer N :
890001543875, 890001543579

Date of Analysis / JaTa ananusa: 10.09.2021 |

Date of Manufacture / Jlata nponssoacrsa : Aug-2021

Date of Expiry / Cpok rognoctn : July-2026

Analysis performed according ND / Ananns nposemen no HJI: I1 NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. 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 /

/ OpHopoaHoOCTL 1.6 MokasaTtenb npuemnemoctu (AV)

0031poBaHuNs JorkeH 6biTb He Gonee 15,0.

Ibuprofen /

néynpodeH Acceptance value (AV) should be
not more than 15.0 /

Paracetamol / 1.6 Mokasatenb npuemnemocTy (AV)

napauetamon AorvkeH 6bITb He Bonee 15,0,

10 |Assay / 395.7 mg 360 to 440 mg of Ci3Hs0,
KonunyecTtBeHHoe (Ibuprofen) per tablet /
onpeneneHue Ot 360,0 mr go 440,0 mr Cy3H150,

(wbynpodeH) B TabneTke
326.15 mg 292.5 to 357.50 mg of CgHsNO,
(Paracetamol) per tablet /
OT 292,5 Mmr go 357,5 mr CsHsNO»
| (napauetamon) B TabneTke

Remarks : The Product conforms to ND/
Ilpumeuanne: [poaykr coorsercreyer TpeGoBannsam HJ

Opinion : APPROVED
3axmouenue: ONOBPEHO

Prepared by /
[loarorosaeHo:
Pardeep Kumar

Checked by /
[IposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoaurens
Manoj Kumar ot

Print Date;

Jara: 10.09.2021

Print Date:
Hara: 10.09.2021

Print Date:
Hata: 10.09.2021

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

CIN: L85195AP1984PLC004507

www.drreddys.com




Qe
Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg_
HNoyknun®, TabneTKH, NOKPLITHIE MJIEHOYHOH 000104K0it, 400mMr + 325mr

Batch No / Cepus Ne : V2101374

Batch Quantity / O6bem naptuu :
776.000 Kg

Analytical Report No / AnaanTnyeckuii orger Ne :
890001543875, 890001543579

Date of Analysis / Iata ananuza: 10.09.2021

Date of Manufacture / laTa npousBoacTsa : Aug-2021

Date of Expiry / Cpok roguocrn : July-2026

Analysis performed according ND / Ananns nposexen no HJI: TTN011252/01-110717 (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)

11 | Package / Ynakoeka

10 tablets in PVC/AI blister.
1 blister and a patient
information leaflet in a
carton. / Mo 10 Tabnetok B
MBX/Al 6nuctep. Mo 1
GnucTepy B nadky
KapTOHHYO BMeCTe C
WHCTpYKUMERN NO
NMPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. /Mo 10 TabneTtok
B MBX/Al 6nuctep. Mo 1, 2 nnn 20
OnncTepoB B NaYKy KapTOHHYO
BMECTe C UHCTPYKUMe no
NPVYMEHEHMUIO.

12 | Labeling / MapknpoBka

According to ND / B cooteetcTtBumn ¢ HJ]

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHune Mpu Temnepatype He Bbile 25 °C.
14 | Shelf life / Cpoxk 5years /5 net
roAHoCTu

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxt coorBeTcTByeT TpeboBanusm HJL

Opinion : APPROVED
3axnwuenue: OJIOBPEHO

Prepared by /
[ToaroToBneHo:
Pardeep Kumar

—

Checked by /
ITIposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menexep /
PykoBoautens

Manoj Kumar
: runl] .

Print Date:
Hata: 10.09.2021

Print Date:
Hara: 10.09.2021

Print Date:
Hara: 10.09.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




