Dr.Reddy’s ":’

CERTIFICATE OF ANALY

SIS

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

CEPTUDHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOykaun®, Tab1aeTKH, OKPHITHIE IUIEHOYHOH 060104K0H, 400Mr + 325mr

Batch No / Cepus Ne : V2101379

Batch Quantity / O6bem NapTHM :
776.000 Kg

Analytical Report No / AnanuTHueckuii otyer No :
890001545708, 890001545715

Date of Analysis / laTa ananu3za: 22.09.2021

Date of Manufacture / lata npoussoacrsa : Aug-2021

Date of Expiry / Cpok roanoctu : Jul-2026

Analysis performed according ND / Ananu3 nposeaen mo HJI: I1 N011252/01-110717 (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) B

S. Test

Result

Specification

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

film-coated one-side scored
tablets;
on cross section- white core /

TabneTku KancynosuaHom
dopmsl, NoKpbITble
NIEHOYHOMN o6ornoykon

OpaHXeBoro LBeTa, C pUckoi
Ha OAHOW CTOpPOHE; Ha
norepe4yHom paspese — s4po
6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn kancyrnoBmaHO
dopmMbl,  NOKPbITHIE  MNMEHOYHOW
o6onoykoil opaHxeBoro LBeTa, €
pUCKOW Ha OOHOW CTOpOHE; Ha
rnonepeyHom paspese -  s4pPO
6enoro unu noytu Genoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorBercTByeT TpeboBaHusam HIJ

Opinion : APPROVED
3axkmiouyenne: OJOBPEHO

Hata: 22.09.2021

Harta: 22.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: [IpogrepeHo: OnobpeHo: Menemxep /
Ramakant \A Himesh Kumar PykoBoaurens —
Amit Kumar IN -
Print Date: Print Date: Print Date:

Hata: 22.09.2021

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: L85195AP1984PLC004507
www.drreddys.com
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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 : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxknnu®, TabjeTkH, NOKPbITHIE NJIEHOYHOI 000104K0H, 400Mr + 325mr

Batch No / Cepus Ne : V2101379

Batch Quantity / O6bem NapTHH @
776.000 Kg

890001545708, 890001545715

Analytical Report No / AnanuTuueckuii oTyer No : Date of Analysis / laTa anaau3za: 22.09.2021

Date of Manufacture / lata nmpoussojicraa : Aug-2021 | Date of Expiry / Cpox rognoctn : Jul-2026

Analysis performed according ND / Ananu3 nposenen no 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, usm. Ne 2 ot 23.09.2019)

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

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

BpemeHa ynepxuBaHWA OCHOBHbIX

mass uniformity /
CpegnHsis macca u

NUKoB Ha XpomaTorpamme
NCMbITYEMOro  pacTsopa  LOSMKHbI
COOTBETCTBOBATb BpemeHam
YAEPXKUBaHUSA nuKkoB Ha
Xpomarorpamme pacTtsopa
CTaH4apTHbIX obpasuos
nbynpocdeHa 1  napauetamona
(pazgen «KonuuectseHHoe
) onpegeneHune)
3 |Average weight and 968.7 mg 940,9 mg to 999,1 mg

(970,0 mg £ 3,0 %) /
Or 9409 wmr po 999,11 wmr

Ramakant

OAHOPOAHOCTb MO (970,0 mr + 3,0 %)
macce
18/20 tablets = NMT + 5% /
18/20 TabneTok — He 6onee + 5 %
2/20 tablets — NMT £ 10% /
2/20 Tabnetok — He Gonee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Tpoaykt cooreercryet Tpeboanusm HII | 3axmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIposepeHo: Ono6peHo: Menemxep /

Himesh Kumar PykoBoaureb

(_:._.S-————’"“";’ Amit Kumar A ?

Print Date: Print Date: Print Date:
Hara: 22.09.2021 Hara: 22.09.2021 Hara: 22.09.2021
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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 : +91 98166 56001-02
www.drreddys.com

CEPTHDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Heykaun®, Ta61eTkH, NOKPBITHIE MJIEHOYHO 0060,104K0ii, 400Mr + 325mr

Batch No / Cepus Ne : V2101379

Batch Quantity / O6sem napruu :
776.000 Kg

890001545708, 890001545715

Analytical Report No / Ananutnuecknii otuer No :

Date of Manufacture / Jlata npou3BoacTBa : Aug-2021

Date of Analysis / {ata anaanza: 22.09.2021

Date ofhExpiry / Cpox%ﬁnoc"ru : Jul-2026

Analysis performed according ND
06.09.2018, amend Ne 2 from 23.09.

/ AHanw3 npoBeseH no
2019/ n3m. Ne

HA: TIN011252/01-110717 (amend Ne 1 from
1 01 06.09.2018, H3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
Pacnagaemoctb

10 minutes 25 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacteopeHrve

100% - 103%

98% - 101%

NLT 70% (Q) Ci3H1s02 (Ibuprofen)
dissolved in 30 minutes /
He menee 70 % (Q)
(nbynpodeH) yepes 30 MuH

Ci3H1502

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

He meHnee 70 % (Q) CgHgNO,
(napaueTtamon) yepes 30 MUH

6 |Related substances /
PogncreeHHble npumecy

0.03%

0.0003%

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

7 |Water/Bopa

1.4 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tponykr cootserctByer TpeGoBanusam HJI | 3akmouenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: [TpoBepeno: Ono6peHo: Menemxep /
Ramakant \L\ Himesh Kumar PykoBoaurtens ’\N,,-

( . - Amit Kumar S

. t

Print Date: Print Date: Print Date:
Hara: 22.09.2021 Hara: 22.09.2021 Hara: 22.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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

CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxaun®, Tabaerkw, NOKPbITbIE NJEHOYHOMH 060M04KO0Ii

, 400mr + 325mr

Batch No / Cepus Ne : V2101379

Batch Quantity / O6bem NapTHM :
776.000 Kg

890001545708, 890001545715

Analytical Report No / Anasutnueckuii oTuer N :

Date of Analysis / Jata ananu3za: 22.09.2021

Date of Manufacture / lata npomaoﬂc’rsa': Aug-2021

Date of Expiry / Cpok rogaocru : Jul-2026

Analysis performed according ND / Ananu3z NpOBe/JeH Mo
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne

HJI: TINO11252/01-110717 (amend Ne | from
1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
O6wwee yncno
aapobHbIX
MUKPOOPraHnu3MoB

b) Total combined
yeasts and mould
count / OBLyee yucno
OPOMOKEBBIX U
nrecHesbIx rpubos

c) E. coli 1r

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

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

Absent in 1g / OTcyTcTByeT B

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 / OtcyTcTaue B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipuveuanue: [Tponykt cootseTcTByeT TpeGoanusm HJ[ | 3amouenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: IIpoBepeHo: OnobpeHo: Menemxep /
Ramakant L\ Himesh Kumar PyxoBoauresns

@&,&/(/ 'i/’; Amit Kumar N\ g
Print Date: Print Date: Print Date:
Jata: 22.09.2021 Hara: 22.09.2021 JHara: 22.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg N
Hoykamu®, tabaerkw, NOKPbITbIE MJIEHOYHOH 000104KO, 400er + 325mr

Batch No / Cepust Ne : V2101379

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AnanuTHueckuii oTuer No :
890001545708, 890001545715

Date of Analysis / laTa ananu3za: 22.09.2021

Date of Manufacture / lata npoussoacrsa : Aug-2021

Date of Expiry / Cpok roasocTy : Jul-2026

Analysis performed according ND / Ananus nposeaed no HM: TIN011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpgHOpOAHOCTL 0.6 MokazaTens npuemnemoctu (AV)
[031poBaHus AomkeH BbITh He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 MokasaTens npuemnemoctu (AV)
napauertamon OormkeH ObITb He Bonee 15,0.
10 |Assay / 396.0 mg 360 to 440 mg of Ci3H10;
KonunuecTtBeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 Mr Ci3H150,
(nbynpocheH) B Tabrietke
317.39 mg 292.5 to 357.50 mg of CgHgNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO,
(napaueramon) B Tabnetke

Remarks : The Product conforms to ND/
IIpumeyanue: [TpoaykT coorseTcTByeT TpeGoranusm H]I

Opinion : APPROVED
3aknrouenne: OJOBPEHO

Hara: 22.09.2021

Harta: 22.09.2021

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

IToarorosneHo: IlpoBepeHo: Ono6peno: Menemxep /

Ramal\'an}s ‘ U\S Himesh Kumar PykoBoautens '
*&XA/ C;__L-______, Amit Kumar ‘/ X y,-

Print Date: Print Date: Print Date:

Hara: 22.09.2021

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:
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, ‘ .. .o Dr. Reddy's Laboratories Ltd.
Formulation 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
CEPTH®UKAT AHAJIH3A

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yknnu®, rabnerkn, HOKPBITBIE MIEHOYHOH 060/104K0#, 400Mr + 325Mmr

Batch No / Cepust Ne : V2101379 Batch Quantity / O6bem naprtuu
776.000 Kg
Analytical Report No / Auannruyeckuii oTyer No : Date of Analysis / {ata ananuza: 22.09.2021

890001545708, 890001545715

Date of Manufacture / Jlata NMpou3BOACTRA : Aug-2021 _ |Date of Expiry / Cpok roauoctn : Jul-2026 |
Analysis performed according ND / Auann3s nposened 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, u3m. Ne 2 ot 23.09.2019)

[T Package / Ynakoska  [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 leaflet in a leaflet in a carton. / Mo 10 Ta6neTok
carton. /Mo 10 Tabnetok 8 |8 MNBX/Al 6nmuctep. Mo 1, 2 unn 20
MBX/AI 6rucTep. Mo 1 Briuctepos B Nauky kapToOHHYIO
Bnucrepy B nauky BMECTE C UHCTPYKLUWEi no
KapTOHHYIO BMecCTe ¢ MPUMEHERMIO.

VMHCTPYKLMEN no
NMPUMEHEHNIO.

12 | Labeling / MapkupoBska According to ND / B cootsetcTauu ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue MNpu TemnepaTtype He Bbiwe 25 °C. )
14 | Shelf life / Cpok 5years /5 net
rogHocTu
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: Tpoaykr cootsercTyer TpeGosanusam HJI | 3akmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneno: IIpoBepeno: Ono6peHo: Menemxkep /
Ramakanty, Himesh Kumar PykoBoaurens
%&g\ﬁ/ o Amit Kumar AN
\ e < . ‘ />/v'\//
Print Date: Print Date: Print Date:
Hara: 22.09.2021 Hata: 22.09.2021 MHara: 22.09.2021
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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