Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknua®, TabJeTKH, MOKPLITHIE NJ1eHOYHOIi 060/104K0MH, 400Mr + 325Mr

Batch No / Cepus Ne : V2101215

Batch Quantity / O6bemM NapTHH :
776.000 Kg

Analytical Report No / AHaanTH4ecKkn#i oTueT No :
890001541911, 890001541850

Date of Analysis / IaTa anaqn3a: 31.08.2021

Date of Manufacture / /lata mpoussoacrsa : July-2021

Date of Expiry / Cpox rogaocty : Jun-2026

Analysis performed according ND / Anaaus nposeaen mo 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, u3m. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
TabneTtku KancynoBugHoM
chopmbl, NOKpbITblE
NNeHOYHOM oGonoukon

OpaHXeBOro LBeTa, ¢ pUckon
Ha OAHOW CcTOpoOHE; Ha
nonepeyHomM paspese — A4po
S6enoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core |/ TabneTkn KancynosBuaHOW
dopMbl,  MOKpbITHIE  MAEHOYHON
06OMOYKOl OpaHXeBoro LBeTa, C
puckol Ha OOHOW CTOpPOHE; Ha
nonepedHom paspese — AQpo
Benoro unu no4Ttn 6enoro UseTa

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusm HJT

Opinion : APPROVED
Zaxmouenue: OJOBPEHO

Jara: 31.08.2021

Jlara: 31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBeHo: [TporepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
y ! i Pawan Kumar
O— s
Print Date: Print Date: Print Date:

Hara: 31.08.2021

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 Q:f'

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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

HN6ykaun®, TabaeTKH, MOKPLITHIE IIeH04YHoi 060104K0ii, 400Mmr + 325mr

890001541911, 890001541850

Batch No / Cepus Ne : V2101215 Batch Quantity / O6bemM napTiu :
776.000 Kg
Analytical Report No / AHaauTHdeckuii oT4eT Ne : Date of Analysis / [laTa ananu3a: 31.08.2021

Date of Manufacture / Jlata npoussogcrsa : July-2021 |Date of Expiry / CpoK rofHOCTH : Jun-2026

Analysis performed according ND / Ananus nposenen no HJI: ITNO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoannHHOCTL B cooTBeTCTBMM C
onucaHvem

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 ypepXuBaHMA OCHOBHbIX
MUKOB Ha XpomaTtorpamme
UCMbITYEMOro  pacteopa  AOJDKHbI
COOTBETCTBOBATL BpEMEHaMm
yAaepXunsaHua MUKoB Ha
XpomaTorpamme pacteopa
CcTaHAapTHbLIX obpasuos
nbynpodeHa v  napauetamona
(pasgen «KonunuecteeHHoe
onpeneneHue»)

3 |Average weight and 970.4 mg
mass uniformity /
CpepnHsasa macca un
0OHOPOAHOCTb MO
mMacce

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

Ot 9409 wmr po 9991 wmr
(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/
IIpumeuanue: [IpooyKT COOTBETCTBYET TPEOOBAHUAM HJT

Opinion : APPROVED
3axmodenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBieHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
Qf \ o Pawan Kumar %_P_
S C=mg—
Print Date: Print Date: Print Date:
JHara: 31.08.2021 Jlara: 31.08.2021 Jara: 31.08.2021

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘,’.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykann®, TabaeTKH, NOKPBIThIE ILIEHOYHOH 060104K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2101215

776.000 Kg

Batch Quantity / O6bem napTus :

890001541911, 890001541850

Analytical Report No / AnanuTnuecknii oryer Ne :

Date of Analysis / JlaTa anannsa: 31.08.2021

Date of Manufacture / /Iata mponsBoacrea : July-2021

Date of Expiry / Cpok roanoceri : Jun-2026

Analysis performed according ND / Auanus npogesen mo HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, m3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

13 minutes 16 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacteopeHune

96% - 100%

NLT
94% - 102%
minutes /

He wmenee 70
(napaueTtamon) yepes 30 MyH

NLT 70% (Q) CisH1sO2 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70
(n6ynpodceH) yepes 30 MUH
70%
(Paracetamol)

% (Q) Ci3H102

(Q) CsHgNO:
dissolved in 30

% (Q) CsHoNO2

6 |Related substances /
PopcTBeHHbIE NpumMecH

BDL

0.0005%

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

7 |Water/Bopa

1.7 %

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

Remarks : The Product conforms to ND/
Ilpumeuanue: [IponykT coorBeTcTBYET TpedosannaM HJ

Opinion : APPROVED
3axaouenne: OJJOBPEHO

Prepared by /
[ToAroToBIEHO:
Pardeep Kumar

-

-—

Checked by /
IIposepeHo:
Himesh Kumar

= 5

-

Approved by: Manager/Executive /
Opo6peno: Menemxep /

PykoBoautens
Pawan Kumar

i

Print Date:
Jara: 31.08.2021

Print Date:
Jarta: 31.08.2021

Print Date:

Jlata: 31.08.2021

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: L85195AP1984PLC0O04507
www.direddys.com




Dr.Reddy’s ‘f':'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkauH®, Ta61eTKH, NOKPLITHIE NIEHO4HOl 0001049K0#, 400Mr + 325Mr

Batch No / Cepns Ne : V2101215

Batch Quantity / O0bem nmapTus :
776.000 Kg

Analytical Report No / Anaaurnyeckuii or4er Ne :
890001541911, 890001541850

Date of Analysis / lata ananu3a: 31.08.2021

Date of Manufacture / lata npouszsojcrsa : July-2021

Date of Expiry / Cpok roanoctu : Jun-2026

Analysis performed according ND / Ananus nposesen mo HJI: [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)

8

Microbial limits /
Mukpobuonoruyeckas
uncToTa

a) Total aerobic
microbial count /
O6Lee uncno
a3poBHbIX
MUKPOOpPraHU3mMoB

b) Total combined
yeasts and mould
count / ObLlee yncno
OPOXCKEBBIX U
nnecHeBbIX rpubos

c) E. coli

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

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

Absent in 1g/ OTcyTcTBYET B
1r

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 / OTcyTCcTBME B
1r

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooTBeTcTBYET TpeGosanusm HJI

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

Jara: 31.08.2021

Jara: 31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosnexo: [1poBepeHo: Ono6peno: Menemxep /

Pardeep Kumar Himesh Kumar PykoBoauTens
c:,_\.s/—ﬁ‘ Pawan Kumar ’%L,

Print Date: Print Date: Print Date:

Jara: 31.08.2021

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: L85195AP1984PL.C004507
wwwrdrreddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
A6ykanH®, TableTKH, NOKPLITHIE IIEHOYHOH 0605104K0#, 400mr + 325mr

Batch No / Cepus Ne : V2101215

Batch Quantity / O0bem mapTHm :
776.000 Kg

Analytical Report No / AHanuTH4Yeckuii oryer No :
890001541911, 890001541850

Date of Analysis / laTa ananun3a: 31.08.2021

Date of Manufacture / lara npoussonacrsa : July-2021

Date of Expiry / Cpok rognocts : Jun-2026

Analysis performed according ND / Anaaus nposeges no HJI: I1N011252/01-110717 (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)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHOpPOOHOCTL 3.9 MokasaTtenb npuemnemoctt (AV)
003UpOBaHUA JormkeH bbiTb He 6onee 15,0.
Ibuprofen /
nbynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 2.0 MokasaTenb npuemnemocTyt (AV)
napaueTamorn JAormKeH obiTb He Bonee 15,0.
10 |Assay/ 385.6 mg 360 to 440 mg of Ci3Hi02
KonuuyectseHHoe (Ibuprofen) per tablet /
onpeaeneHue OT 360,0 mr ao 440,0 mr C43Hs02
(ubynpocheH) B TabneTke
319.35mg 2925 to 357.50 mg of CeHsNO:
(Paracetamol) per tablet / '
Ot 292,5 mr go 357,5 mr CsHeNO:
(napaueTtamon) B Tabnetke

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYeT TpeGoanusm HIL

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hata: 31.08.2021

Hara: 31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [IpoBepeHo: Opo6peno: Menemxkep /
Pardeep Kumar Himesh Kumar PykoBoautens
5 c—_—__—:..«‘—/\ﬂ‘ Pawan Kumar
= ;\t,T/ A ' e
Print Date: Print Date: Print Date:

Jara: 31.08.2021

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: L85195AP1984PLL004507
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxanH®, Ta61eTKH, MOKPBITHIE IIeHOYHOH 000104KOi, 400Mmr + 325mr

Batch No / Cepusi Ne : V2101215

Batch Quantity / O6bem napTum :
776.000 Kg

Analytical Report No / AHannTideckuii order Ne :
890001541911, 890001541850

Date of Analysis / [lata ananusa: 31.08.2021

Date of Manufacture / /lata npouspozcTsa : July-2021

Date of Expiry / Cpok rognocru : Jun-2026

Analysis performed according ND / Auain3 nposegen no HJI: [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)

11 | Package / YnakoBka |10 tablets in PVC/AI blister. |10 tablets in PVC/Al blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leafletin a leaflet in a carton. / Mo 10 TabneTtok
carton. / Mo 10 Tabnetok 8 |8 MNBX/Al 6nucTtep. Mo 1, 2 unn 20
MBX/Al 6aucTep. Mo 1 BGrUCTEPOB B NavKy KapTOHHYHO
6nucTepy B nayky BMECTE C UHCTPYKUUEN no
KapTOHHYI0 BMecTe C MPUMEHEHUIO.

MHCTPYKLMeR no
NPYMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cootsetctauu ¢ HA
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu Temnepatype He Bbite 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

rogHoCTU

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanmuaM HJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
INoarororneHo:
Pardeep Kumar

S

Checked by /
IIpoBepeHo:
Himesh Kumar

L

-

Approved by: Manager/Executive /
Ono6pero: Menemxep /
PykoBoaurens

Pawan Kumar

Print Date:
JHara: 31.08.2021

Print Date:
Jara: 31.08.2021

Print Date:
Jata: 31.08.2021

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
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