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

CEPTUD®HUKAT AHAJINU3A

Product : Ibuclin, film_coated tablets 400 mg + 325 mg
N6yknuu®, TabiaeTku, NOKpbIThHIE NJIeHO4HOi 060104K0#, 400mMr + 325Mmr

Batch No / Cepust Ne : V2101668

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AHaanTH4yeckni oT4eT N :
890001549260, 890001549152

Date of Analysis / laTa ananu3sa: 09.10.2021

Date of Manufacture / lata nponsBoactsa : Sep-2021

Date of Expiry / Cpok roanocty : Aug-2026

Analysis performed according ND / Ananu3 nposegen 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 / OnucaHve |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetkn KancysoBUOHOWM
dhopmbl, NOKPbITLIE
NIEeHOYHON obornouykomn

OpaHXeBoro LBeTa, C PUCKON
Ha OfOHOM CTOpPOHE;, Ha
rnonepevyHom paspese — aapo
fenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkm karcynoBuaHON
dopmbl,  MOKPbLITHIE  MIEHOYHOW
000MOYKON OpaHxXeBoro LBeTa, C
pucko Ha OfHOWA CcTOpoHe; Ha
nonepe4yHom paspese —  44po
©ernoro unu no4Ty Benoro LseTa

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoaykT coorBercTByeT Tpebosanusam HJI

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Jara: 09.10.2021

Harta: 09.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaureins
,, d—’/ Amit Kumar A —
Print Date: Print Date: Print Date:

Jata: 09.10.2021
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  yww.drreddys.com
CEPTM®UKAT AHAJIA3A

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

H6yxaun®, TabieTku, IOKPbITHIE 1eHOUHO# 060104KOi, 400mr + 325Mr

890001549260, 890001549152

Batch No / Cepust Ne : V2101668 Batch Quantity / O6bemM napTum :
776.000 Kg
Analytical Report No / AnanuTH4yecknii oTyeT No : Date of Analysis / [laTa anamuza: 09.10.2021

Date of Manufacture / Jlata npouszgoactsa : Sep-2021  |Date of Expiry / Cpok roanoctu : Aug-2026

Analysis performed according ND / Anaau3s nposegen mo HJI: [1N011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MNoagnnHHOCTL B cootBeTcTBUU C
onucaHnem

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 ygepxuBaHUsi OCHOBHbIX
NUKoB Ha xpomaTorpamme
UCMbITyeMOro pacTtsopa  AOJDKHbI
COOTBETCTBOBATL BpemMeHam
yAepXuBaHns NMMKoB Ha
XpomaTorpamme pacTteopa
CTaHAapTHbIX obpasLos
nbynpocena U1 rnapauetamosia
(pasgen «KonnyecteseHHoe
onpeaeneHue»)

3 |Average weight and 971.6 mg
mass uniformity /
CpeaHasa macca un
0HOPOAHOCTL MO
mMacce

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 TabrieTok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Gonee =+ 10 %

Remarks : The Product conforms to ND/
Ipumeuyanue: [IpoaykT coorBeTcTBYeT TpeboanusaM HJI

Opinion : APPROVED
3axsmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBiieHo: [IposepeHo: Omo6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoautens
— Amit Kumar \#‘ "
QL,/- . 5 ( et
Print Date: Print Date: Print Date:
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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 : 491 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, TabieTku, NOKphIThIE MJ1eHOYHOoit 0601049K0H, 400mr + 325Mr

Batch No / Cepus Ne : V2101668

Batch Quantity / O0bem napTuu :
776.000 Kg

890001549260, 890001549152

Analytical Report No / Ananurudeckui oruer N :

Date of Analysis / JlaTa anannsa: 09.10.2021

Date of Manufacture / lata nponssoacTsa : Sep-2021

Date of Expiry / Cpok roanocTH : Aug-2026

Analysis performed according ND / Ananu3s nposeaen no H: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

12 minutes 02 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTtBopeHune

97% - 99%

97% - 103%

NLT 70% (Q) CiH102 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) CizH150:2
(nbéynpodhbeH) uepes 30 MUH

NLT 70% (Q) CeHgNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHgNO:2

(napauetamon) Yepes 30 MuH

6 |Related substances /
PopcrBeHHbIe npumech

0.04%

0.0002%

Total impurities of [buprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He Bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHobeHoN (NpUMech
napaueramona) — He 6onee 0,005%

7 |Water/Boga

1.4 %

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoxykr cooTBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
Baxmouenue: OJJOBPEHO

Prepared by /
IToarorosaeHo:
Pardeep Kumar

Checked by /
[IpoepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBonutens

Amit Kumar —

—\

Print Date:

Hata: 09.10.2021

Print Date:
Hata: 09.10.2021

Print Date:
Jara: 09.10.2021

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




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6y auH®, Ta61eTKH, NOKPBITHIE MIeH04YHOil 060/104K0#, 400Mmr + 325Mr

Batch No / Cepust Ne : V2101668

Batch Q;Iantity / O06bem napTu :
776.000 Kg

Analytical Report No / AnajinTH4deckuii oraer Ne :
890001549260, 890001549152

Date of Analysis / IaTa anammsa: 9.10.2021

Date of Manufacture / [lata npou3zBoacTea : Sep-2021

Date of Expiry / Cpok rogHoctH : Aug-2026

Analysis performed according ND / Anann3 nposeaen mo HJI: [IN011252/01-110717 (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 /

ynucToTa

a) Total aerobic
microbial count /
OO0Lee uncno
a3pobHbIX
MUWKPOOPraHu3moB

b) Total combined
yeasts and mould

OPOXOKEBbLIX U
nnecHesbIX rpubos

c) E. coli

Mwukpobuonoruyeckas

count / Obuwee uncno

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

Less than 5 CFU/g /
Menee 5 KOE/T

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 / OTcyTcTBYE B
1r

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBercTByeT TpeboBanusaM HJI

Opinion : APPROVED
3akmouyenue: OJOBPEHO

Prepared by /
[ToarorosneHo:
Pardeep Kumar

I

-—

Checked by /
[Tposepeno:
Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
Pyxoeoautens

Amit Kumar N

P

Print Date:
Hara: 09.10.2021

Print Date:
Jara: 09.10.2021

Print Date:
Jara: 09.10.2021
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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 .y drreddys.com

CEPTUD®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yKkaun®, TabaeTKH, NOKPITbIe MIeH04Hoi 060104K0i, 400mr + 325Mmr

Batch No / Cepust Ne : V2101668

Batch Quantity / O0bem napTum :
776.000 Kg

Analytical Report No / AHanuTHYeckui oT4yer No :
890001549260, 890001549152

Date of Analysis / /lara anamusa: 09.10.2021

Date of Manufacture / Jlara npousBoacTsa : Sep-2021

Date of Expiry / Cpok roagHocts : Aug-2026

Analysis performed according ND / Anaau3 nposegen no HJI: [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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpropogHoCTb 2.1 MokasaTtens npvemnemocty (AV)
[031poBaHns JOMmKeH ObITe He Bonee 15,0.
Ibuprofen /
néynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.9 MNokasaTtenb npuemnemoctn (AV)
napaueramon JoMmKeH 6bITk He Gonee 15,0.
10 |Assay/ 392.4 mg 360 to 440 mg of CiaH10:2
KonuuecTtseHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Cq3H1502
(nbynpodbeH) B TabneTke
325.06 mg 2925 to 357.50 mg of CsHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO:
(napaueTtamon) B TabneTtke

Remarks : The Product conforms to ND/
ITpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
Zaxmouenne: OJJOBPEHO

Prepared by /
[ToaroroBneHo:
Pardeep Kumar

"

S

Checked by /

[IpoBepeHo:

Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PyxoBoauTens

Amit Kumar o
(&W}/ =

Print Date:
Hara: 09.10.2021

Print Date:

Jara: 09.10.2021

Print Date:
Jata: 09.10.2021
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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
www.drreddys.com

Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

[Product : Ibuclin; film-coated tablets 400 mg + 325 mg
H6ykaun®, TabaeTku, NOKPLITHIE ILIEHOYHOIH 060104K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2101668 Batch Quantity / O6bem nmapTuu :
776.000 Kg

Analytical Report No / Anajautndeckuii order N Date of Analysis / /laTa ananuza: 09.10.2021

890001549260, 890001549152

Date of Manufacture / Jlata npou3BoacTsa : Sep-2021 | Date of Expiry / Cpok roguoctu : Aug-2026

Analysis performed according ND / Ananu3 nposenen mo HJI: IT N011252/01-110717 (amend Ne 1 from

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

11 | Package / YnakoBka

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
BGnucTepy B nauky
KapTOHHYIO BMECTe C

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nncTep. Mo 1, 2 nnn 20
B6nUCTEpPOB B NaYKy KAPTOHHYIO
BMECTe C UHCTPYKLUMEN MO
NPUMEHEHMIO.

WHCTPYKLMen rno
NMPUMEHEHWIO.

12 | Labeling / Mapkuposka | According to ND / B cooTtBeTcTeumu ¢ HO

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHve Mpn TemnepaTtype He Bbile 25 °C.
14 | Shelf life / Cpok 5years /5 net
rogHoCTU

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akimouenue: OJOBPEHO

Prepared by / Checked by /
[ToaroToBnieHO: [TposepeHo:
Pardeep Kumar Himesh Kumar

f N I

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pyxorogutens

Amit Kumar

Print Date:
Jata: 09.10.2021

Print Date: Print Date:
Hata: 09.10.2021 Jara: 09.10.2021
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