Dr.Reddy’s Q,’:‘

CERTIFICATE OF ANALY

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
SIS :

www.drreddys.com

CEPTU®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NGykann®, TabieTKH, NOKPBITHIE MIeH0YHOH 060104KOil, 400mr + 325mr

Batch No / Cepust Ne : V2101881

Batch Quantity / O6bem napruu :
776.000 Kg

040001472184

Analytical Report No / AHanuTH4YecKui oTyer N :

Date of Analysis / laTa anaau3a: 29.11.2021

Date of Manufacture / Jlata npou3BojicTBa : Oct-2021

Date of Expiry / Cpok roanoctu : Sep-2026

Analysis performed according ND / Ananus nposeaen no HJI: IINO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 01 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onncaxne

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynoBugHown
hopmbl, NOKpbITbIE
NieHoYHOoN obonoykon
OpaHXXeBOoro uBeTa, G pUCKOi
Ha OOHOW CTOpOHe; Ha

rioriepeyHom paspese — A4po
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkm kancyrnoBUAHOMN
cbopMbl,  MOKPbITbIE  MMEHOYHOM
0BOMOYKO OpaHxeBoro Luseta, C
puUCKO Ha OfHOW CTOPOHE; Ha
nonepeyHom paspese —  A4pO0
H6enoro nnun nodTn Genoro useTa

Remarks : The Product conforms to ND/
Ipumeuannue: [Ipoaykt cootBercTayeT TpedoBanuam HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Hata: 29.11.2021

Hara: 29.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IIpoBepeHo: Ono6peno: Menemxep /
Ankit Himesh Kumar PykoBoauTens )
A Cl//J Pawan Kumar #
L= '
Print Date: Print Date: Print Date:

Hata: 29.11.2021

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: L85195AP1984PLC0O04507

www.drreddys.com
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CEPTHO®HKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKknuu®, TabieTKH, NOKPbITHIE IIEHO4HOi 060.104KOH, 400mr + 325mr

Batch No / Cepus Ne : V2101881 Batch Quantity / O6bem nmapTuu :
776.000 Kg
Analytical Report No / Ananuruuecknii order Ne : Date of Analysis / lata ananm3za: 29.11.2021
040001472184
Date of Manufacture / lata npoussogcrea : Oct-2021  |Date of Expiry / Cpok rogHocTs : Sep-2026

Analysis performed according ND / Ananu3 nposeaen mo HJL: 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 o1 23.09.2019)

2 Identification / a) Complies as prescribed/ | The retention time of the main peaks
MNoannHHOCTL B cooTBeTCcTBUM C on the chromatogram of the test
onvcaHuem solution should correspond to the

retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yOepXuBaHUS OCHOBHbIX
NMKOB Ha XpomaTtorpamme
nchbITyemMoro pactsopa  AOSIKHbI
COOTBETCTBOBATb BpeMeHaMm
yAepXuBaHus MNKOB Ha
XpomaTorpamme pacteopa
CTaHAapTHbIX obpasuos
nbynpoceHa v  napaueTramona
(pasgen «KonuyectseHHoe
onpeaeneHvey)

3 |Average weight and 962.2 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg £ 3,0 %) /

CpepnHas macca n Ot 9409 wmr po 9991 wr
O[HOPOAHOCTL NO (970,0 mr £ 3,0 %)

macce
18/20 tablets — NMT + 5% /

18/20 TabneTok — He Bonee + 5 %
2/20 tablets — NMT + 10% /

2/20 TabneTtok — He 6onee + 10 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [1poyKT cooTBeTCTByeT TpeGoparusam HIL | 3axmoucHue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBJeHO: [TpoBepeHo: Onobpeno: MeHemxep /
Ankit Himesh Kumar PykxoBonutens

Pawan Kumar 4
( B~ =) — 4 -

Print Date: Print Date: Print Date:
Hara: 29.11.2021 Jara: 29.11.2021 Jara: 29.11.2021
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UGykaun®, TabieTKH, MOKPBITHIE MIIEHOUHOMH 060104K0MH, 400Mr + 325mr

Batch No / Cepus Ne : V2101881

Batch Quantity / O0bem napTuu @
776.000 Kg

040001472184

Analytical Report No / AHaiaTu4eckuii oTaeT Ne :

Date of Analysis / laTa ananusa: 29.11.2021

Date of Manufacture 7/ JlaTta npouszBojictea : Oct-2021

Date of Expiry / Cpok rognoern : Sep-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/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

4 |Disintegration /
PacnapgaemocTtb

08 minutes 56 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTtBopeHune

98% - 100%

97% - 101%

NLT 70% (Q) Ci3H1sO2 (lbuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpocben) Hyepes 30 MUH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He wmeHee 70 % (Q) CsHoNO:2
(napaueTtamorn) Yyepes 30 MyH

C13H1802

CngNOz
30

6 |Related substances/
PopacTteeHHble npumMecn

BDL

0.0003%

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

7 |Water/Boga

1.2%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpuveuanue: [IpoaykT cootseTcTByeT TpeGosannsam HJ[ | 3axmodente: OJOBPEHO

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

[ToaroToBneHo: [IposepeHo: Ono6peHo: Menemxep /

Ankit Himesh Kumar PykoBoautens _
Q—A’//; Pawan Kumar 2

L~
Print Date: Print Date: Print Date:
Hara: 29.11.2021 Jara: 29.11.2021 Jata: 29.11.2021
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CEPTU®UKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknuu®, Ta6eTKH, MOKPLIThIE NIeHOYHOMH o6GoJsioukoii, 400mr + 325mMr

Batch No / Cepus Ne : V2101881 Batch Quantity / O0bem napTuu :

776.000 Kg _
Analytical Report No / AHaauTH4ecKuii oTyer Ne : Date of Analysis / ata ananu3za: 29.11.2021
040001472184
Date of Manufacture / Jata nponszsocrsa : Oct-2021 | Date of Expiry / Cpok roanocTs : Sep-2026

Analysis performed according ND / AHaJIH3 NpoBeJeH N0 HJI: I1NO011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nzm. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobuonorudeckas
yucToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O0Lyee uncno
a3pobHbIX
MUKPOOPraHn3mMoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MenHee 5 KOE/r He 6onee 100 KOE/r
count / ObLee uncno
OPONOKEBbBIX U
nnecHeBbIX rpybos

Absent / OTcyTcTBYET Shall be absent in 1g / OTcyTcTBUE B
¢) E. coli 1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanne: [lpoaiyKT cooTBeTcTByeT Tpebosarmsm HJL | 3aKumouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHo: Ono6peno: Menemxep /
Ankit Himesh Kumar PykoBoaurens

A Pawan Kumar #\k
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Print Date: Print Date: Print Date:
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CEPTHU®HKAT AHAJTH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknnn®, TabneTku, NoKpeIThHIE [JIEHOYHOIl 000104K0#, 400Mr + 325mr

Batch No / Cepnst Ne : V2101881

Batch Quantity / O6beM mapTuu :
776.000 Kg

Analytical Report No / AnanmuTuyecKkuii oraer Ne :

040001472184

Date of Analysis / Jlata ananusza: 29.11.2021

Date of Manufacture / Jlata mpomssoictsa : Oct-2021

Date of Expiry / Cpok rognocrd : Sep-2026

Analysis performed according ND / Ananus nposenen no HJI: I NO1 1252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 01 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoJHOCTL 1.3 MokasaTtens npuemsnemoctu (AV)
0031poBaHnA JormkeH BblTe He Bonee 15,0.
Ibuprofen /
noynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 MokasaTens npremnemoctn (AV)
napauetamon AormKeH ObiTk He 6onee 15,0.
10 |Assay/ 392.9 mg 360 to 440 mg of CiH4u02
KonunyecTteeHHoe (Ibuprofen) per tablet /
onpegenexne Ot 360,0 mr go 440,0 mr Cq3H1O2
(nbynpodbeH) B Tabnetke
322.88 mg 292.5 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHoNO:
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoJyKT COOTBETCTBYET TpeOOBAHHAM HJT

Opinion : APPROVED
3akmouenue: ONOBPEHO

Iata: 29.11.2021

Jara: 29.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IposepeHo: Ono6peno: Menemxep /
Ankit Himesh Kumar PyxoBoauTens
. Pawan Kumar
/B =) — —
(Y e *
Print Date: Print Date: Print Date:
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CEPTUDOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykauH®, Tab/eTKH, NOKPbITbIE NIEHOYHOH 000J104K0it, 400mr + 325mMr

Batch No / Cepus Ne : V2101881 Batch Quantity / O0bem napTuH :
776.000 Kg
Analytical Report No / AranuTideckuii oryer Ne : Date of Analysis / laTa ananusa: 29.11.2021
040001472184
Date of Manufacture / Jlata npouszsoactia : Oct-2021 | Date of Expiry / Cpok rofsocTy : Sep-2026

Analysis performed according ND / Ananus nposenen no HJI: ITNOI 1252/01-110717 (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)

11 | Package / YnakoBka |10 tablets in PpVC/Al 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. / o 10 TabneTok
a carton. / Mo 10 Tabrnetok |8 MBX/Al 6nnctep. o 1, 2 unmn 20

8 MBX/Al 6nuctep. Mo 1 OnncTepoB B Na4Ky KAPTOHHYIO
onucTepy B nNadky BMECTE C UHCTpYKUMen no
KapTOHHYO BMECTe C MPUMEHEHUIO.

WHCTPYKLUMER no

MPUMEHEHMIO.

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

XpaHeHue Mpun TeMnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net
FOQHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [IpoaykT cootsetctayet TpeGosannsam HJL | Saxmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TpoBepeHo: Onobpeno: Menemxep /
Ankit Himesh Kumar PykoBoautens (
o CJ_’/; Pawan Kumar 4
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