So
Dr.Reddy’s Q;p

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

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoywkaun®, rabnerkn, NOKpLIThIe MNIEHOYHOH 000a09K0i1, 400mr + 325mr

Batch No / Cepust Ne : V2201485

Batch

Quantity / O6bem naptun : 776.0Kg

040001609406, 890001604265

Analytical Report No / ARanuTudeckuii oTuer Ne:

Date of Analysis / lata anaauza: 28.07.2022 |

Date of Manufacture / JlaTa npoussoacTsa : Jun-2022

Date of Expiry / Cpox roguocty :May-2027

Analysis performed according ND / Ananus nporenen o 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, uzm. Ne 2 ot 23.09.2019)

S, Test Resuilt Specification
No
1 |Description / Onncaxue (Capsule-like orange-coloured|Capsule-like orange-coloured film-

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetkm  KancynoBwaHOIA
dopmbl, NOKpbLITLIE
nrneHovHon 060n04Koi
OpaHXeBoro LeeTa, C pUCKon
Ha OAHOW CTOpOHe, Ha

nonepe4yHoM pa3spese — spo
6enoro ysera

coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkm KancynoBWOHOHW
chopmMbl,  NOKPbITbIE  NNEHOUHONR
oforoukoli opaHXeBOro LuUBeTa, C
pUCKO Ha OAHOW CTOpOHe; Ha
nonepevyHom paspese aapo
6enoro unun noutn 6enoro useTa

Remarks : The Product conforms to ND/
Hpameyauue: Iponykrt cootsercTByer TpeboBanusam HII

Opinion : APPROVED
3axmiouenne: OJJOBPEHO

Hara: 28.07.2022

JHara;28.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Ilposepeno: Santosh Kumar | Ono6peno: Menemxkep /
Ramakant Maurya PykoBogurtens :Manoj Kumar
' $:i
AU LAqUuE] 5
Print Date: Print Date: Print Date:

Hata: 28.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxkaHH®, TabeTKH, NOKPLIThHIE IUIeHO4YHOil 06omoukoi, 400mr + 325mr

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

Batch No / Cepust Ne : V2201485

Batch Quantity / O6vem napTun : 776.0Kg

040001609406, 890001604265

Analytical Rei;(;rt No / Asanutnueckuii orter Ne :

Date of Analysis / Jara anaansa: 28.07.2022

Date of Manufacture / laTa npousBoacrsa : Jun-2022

Date of Expiry / Cpok rognocrn :May-2027

Analysis performed according ND / Auaaus nposepes mo HJ: T NO11252/01-110717 (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)

2 Identification /

MoanuHHOCTE

a) Complies as prescribed/
B cootBercTBUM 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 yaepXuWBaHWA OCHOBHbIX
ruKoB Ha xpomMaTorpaMme
NCNLITYEMOro  pactsopa  AOMKHbI
COOTBETCTBOBATL BpeMeHam
YAEPKUBAHUA NIMKOB Ha
XxpoMaTorpamme pacrTBopa
CcTaHAapTHBIX obpasyos
wbynpodpeHa 4 napaueramona
{pasaen «KonuuecteeHHoe
onpegenexney)

940,9 mg to
(970,0 mg £ 3,0%) /
Or 9409 w™mr po
(970,0 mr + 3,0 %)

|

Average weight and 9991 mg
mass uniformity /
CpefHsa Macca 1
OAHOPOAHOCTDL MO

mMacce

969.7mg

9991 wr

18/20 tablets — NMT 4 5% /
18/20 Tabnetok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
! 2/20 Ta6neTok — He Bonee + 10 %

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Complies /cooTBeTCTBUYU C

Remarks : The Product conforms to ND/
IIpumeyaunne: [Tpoaykr coorBercTeyeT TpeGoBaHusm HJI

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotoBaeHo: [Tpoeepeno: Santosh Kumar | Oao6pedo: Menemxep /
Ramakant Pyxorogurens :Manoj Kumar

Maurya { <

Print Date:
Hata:28.07.2022
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Print Date:

JlaTa- 7R 0772072

Print Date:
Jara: 28.07.2022

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: L85195AP1384PLC0O04507
www.drreddys.com
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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

CEPTUOHUKAT AHAJIU3A

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

Hoyxnuu®, TabieTkn, NOKpLITLIE NUIeHOYHOI 060a0uKoil, 400Mr + 325mr

Batch No / Cepuist Ne : V2201485

{Batch Quantity / O6bem napTuy 776.0Kg

040001609406, 890001604265

Analytical Report No / AHamuTHueckuit oTdeT Ne ;

Date of Analysis / Il,;ra aHanu3a: 28.07.2022

Date of Manufacture / Jlara npoHiBojacTRa : Jun-2022

Date of-ITxiJ_iry / Cpox rognoctu :May-2027

Analysis performed according ND / Ananu3 npone,acuTo HA: 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)

| 4 |Disintegration /
PacnagaemocTts

i 13 minutes 25 seconds

—

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

96% - 99%

96% - 100%

NLT 70% (Q) CiaH1s0; (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) C1zH10;
(mBynpodgreH) Hepea 30 MUH

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

He meHee 70 % (Q) CsHoNO:
(napaueTamon) 4epes 30 MuH

6 |[Related substances /
PoacTeeHHble npumMecu

0.04%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceis
nbynpodoeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocheHon (NpuMech
napauertamona) — He Gonee 0,005%

7 |Water/Boga

1.5%

Not more than 5.0% /
He 6onee 5.0 %

'Remarks : The Product conforms to ND/
IMpumeuanne: INponykT coorBetcTBYET TpeboRaHUAM HJT

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by /
IToarorosnexdo:
Ramakant N 'X

(49
| L

Checked by /
[Tpoeepeno: Santosh Kumar

Maurya ;g:;’r“m, /s
/

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PyxoBoauTens :Manoj Kumar
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Print Date:

Hara: 28.07.2022

Print Date:
Hata:28.07.2022

Print Date:
Jlata: 28 07.2022

Registered Office: 8-2-337, Raoad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndia
Tet: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@direddys.com

CIN: L8S195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknuu®, TabaeTkn, NOKPLITHIC ILICHOUHOI 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201485

Batch Quantity / OGsem naptum : 776.0Kg

040001609406, 890001604265

Analytical Report No / AuanuTHueckuii oryer N ;

Date of Analysis / lara ananu3a: 28.07.2022

]

Date of Manufacture / JlaTa Npo3BoacTBa ¢ Jun-2022

Date of Expiry / Cpok rogHoctn :May-2027

Analysis performed according ND / Anaaus nposegen no HJI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, nam. Ne 2 ot 23.09.2019)

*8 |Microbial limits / |
Mukpobuonornueckas
yucroTa

a) Total aerobic
microbial count /
O6buee yncno
aspobHbIx
MWUKPOOPraHM3MoB

b) Total combined
yeasts and mould
count / Obwee yucno
OPOXOKEBbIX U
nnecHesbIX rpubos

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

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

Absent / OtcyTCcTBYET

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli

Shall be absent in 1g / OtcyTcTBYE B
ir

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoayKT COOTBETCTBYET TPeGOBAHUAM HI

Opinion : APPROVED
3axnouenne: OOBPEHO

Prepared by /
INoxaroroenexo:

Checked by /
Ilpoeepeno: Santosh Kumar

Maurya
Sy

Approved by: Manager/Executive /
Ono6peHo: Menemxkep /
Pyxosoaurens :Manoj Kumar

Ramakant
N La
S
Print Date:

| [ara: 28.07.2022

Print Date:
Hara:28.07.2022

N .-l——'_"-_-___._
Print Date;

Hara: 28.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1284PLC0O04507
www.drreddys.com




‘.o Dr. Reddy's Laboratories Ltd.

’ °® Formutation Unit-6

Dr’ Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTUDHKAT AHAJIU3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyrann®, TabneTkn, nOKpbITHIE HIEHOYHOH 060004K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201485 Batch Quantity / O6bem maprum @ 776.0Kg
Analytical Report No / Aranurnyeckuit oTuer Ne : Date of Analysis / JlaTa anaamsa: 28.07.2022 |

040001609406, 890001604265
[Date of Manufacture / Jata npoussoactea : Jun-2022  |Date of Expiry / Cpok rogsoctn :May-2027 |
Analysis performed according ND / Ananns nposegen no HJI: TT N011252/01-110717 (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 /
|/ OaHopopHoCTL 1.9 Mokasartens npuemnemMocTy (AV)
{A03npoBaHus pomkeH 6biTs He 6onee 15,0.
| ibuprofen /
wbynpodeH Acceptance value {AV) should be
1.9 not more than 15.0 /
Paracetamol / Mokasartene npuemnemoctu (AV)
napauetamon aonxeH 6ulTb He 6onee 15,0.
10 |Assay/ 395.9 mg 360 to 440 mg of CiaHi0:2
KonuyecteeHHoE (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr ao 440,0 mr Ci3H102
(ubynpodbeH) B Tabnetke
325,13 mg
2925 to 35750 mg of CsHgNO,
(Paracetamol) per tablet /
Ot 292,5 wr go 357,5 mr CyHgNO>
(napaueramon) B TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [Tpoaykt cootBeTcTByet Tpebosanusm HJ[ | 3axmouenite: OXOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Ipoeepeno: Santosh Kumar | Ogo6peno: Menemxkep /
Ramakant [ . & Maurya PyxoBonutens :Manoj Kumar
.55 t
Qo @pys )
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Print Date: Print Date: Print Date: !
Z[aTa_: 28.07.2022 Jata:28.07.2022 Hara: 28.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2395, Email: mail@drreddys.com
CIN: L85195AP1284PLCO0D4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6 :
Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UO6ykAuH®, TabneTKH, NOKPEITHIE WIen0YHOl 060104K0iT, 400Mr + 325Mmr

Batch No / Cepun Ne : V2201485

Batch Quantity / O0nem napriu : 776.0Kg |

040001609406, 890001604265

Analytical Report No / Auanntuaeckuii otyer Ne ;

Date of Analysis / Jlata ananu3za: 28.07.2022 |

Date of Manufacture / Jlata nponssoactsa : Jun-2022

Date of Expiry / Cpox roguoctn :May-2027

Analysis performed according ND / Ananus nposeaen mo HJI: IT1 N011252/01-110717 (amend Ne 1 from |
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 o7 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska

|10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / lNo 10 Ta6netok
B NBX/Al 6ancTtep. Mo 1
6nvicTepy B nauky
KapTOHHYIO BMeCTe C
WHCTpYKLMen no

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 6nucrep. Mo 1, 2 unu 20
BrnMcTepoB B NAYKy KAPTOHHYIO
BMeCTe C UHCTPYKUMel no
MPUMEHEHMIO.

NPUMEHERNIO.
12 | Labeling / MapkupoBka | According to ND / B cooTBeTcTBMM © HA
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHne [Npu Temnepatype He Boiwe 25 °C,
14 | Shelf life / Cpok Syears/5 ner
roAHOCTM

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hprmeyanue: TIpoaykr cootpercTByet Tpebosanuam HJ | 3akmouenne: OIOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorornexo: IIposepeno: Santosh Kumar | Ono6peno: Menemxep /
Ramakant Maurya | PyxoBoaurens :Manoj Kumar
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Print Date: Print Date: Print Date:
Hata: 28.07.2022 Hata:28.07.2022 Hara: 28.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2559, Emnail: mail@drreddys.com

CIN: LE5195AP12984PLCOD4507
www.drreddys.com




