Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories tid
Cormuiation Unit-6

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

CEPTUOHUKAT AHAJIU3A

www.crreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykann®, tabaerku, NOKpbITHIE MJIEHOYHOMH 0060a049K0i1, 400Mr + 325Mr

Batch No / Cepus Ne :

V2201086

Batch Quantity / O6bem nmapTuu : 776.0Kg__

Analytical Report No / AHasmuTiH4yecknii otyer No :
040001593622, 890001598667

Date of Analysis / Jlata ananusa: 29.06.2022

Date of Manufacture /

Harta npoussoacTea : May-2022

Date of Expiry / Cpok roagsoctu :Apr-2027

Analysis performed according ND / Avann3s nposeaen no H/I: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne | ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynoswaHom
chopmbl, NOKpbITLIE
MieHoYHOoMn obonoukon
OPaHXEBOro LiBeTa, C PUCKOM
Ha OAHOW CTOpPOHE, Ha

nornepeyvyHoMm paspese — sapo
©enoro useTa

S. Test Result Specification
No
1 |Description / OnucaHue |Capsule-like orange-coloured|Capsule-like orange-coloured film-

coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn kancynoBUAOHOWN
dopmMbl,  NOKPbITbIE  MNIEHOYHOMN
0BONOYKON OpaHXeBOro LUBeETa, C
puckod Ha OpHOW CTOpOHe; Ha
nonepeyHom paspese A4po
©enoro vnwu no4tn 6enoro LgeTa

Remarks : The Product conforms to ND/
Ilpumeuanme: [Iponykr coorBeTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
3akmouyenne: OJOBPEHO

Prepared by /
Iloaroromneno:

Pardeep Kumar -

Checked by /
ITpoBepeno: Himesh Kumar

Csl_ffg

-~

Approved by: Manager/Executive /
Onobpeno: Menenxep /
PykopoauTtens :Amit Kumar

Print Date:
Jata: 29.06.2022

Print Date:

Hara: 29.06.2022

(Bw““‘/
Print Date:

Hara: 29.06.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg

MNoykaun®, TabneTkH, MOKPbITHIE MJIEHOYHOI 000/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201086 Batch Quantity / O6bem naptun : 776.0Kg

040001593622, 890001598667

Analytical Report No / AHanuTuyeckuii oTuer Ne : Date of Analysis / Jlata ananu3a: 29.06.2022

Date of Manufacture / laTta npousBoacTsa : May-2022 |Date of Expiry / Cpok rognoctn :Apr-2027

Analysis performed according ND / Ananu3 nposenes mo HJ[: ITN011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MNoannHHOCTL B cooTBeTCcTBUM C
onncaHnem

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 yaepXuBaHUA OCHOBHBLIX
N1KOB Ha XpomaTorpamve
UCMbITYEMOro  pactesopa  AOSMKHbI
COOTBETCTBOBATL BpeEMEHaMm
yoepXusanust nukos Ha
xpomarorpaMmme pacTBopa
cTaHpapTHbIX obpasuos
nbynpodpera ¥  napaueTamona
(pasgen «KonnyectBeHHoe
onpeaeneHme»)

3 |Average weight and 967.7 mg
mass uniformity /
CpepaHada macca u
0JHOPOAHOCTb MO
Macce

Complies /cooTBeTCTBUN C

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

Or 9409 wmr pgo 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT £ 5% /
18/20 Tabnetok — He Bonee + 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
ITpumeyanne: [IpoaykT coorBercTBYeT TpeboBaHusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: [Tpoeepeno: Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar S | PykoBoaurens :Amit Kumar
Qﬁ—— < N
—
Print Date: Print Date: Print Date:
Jata: 29.06.2022 JHara: 29.06.2022 Jata: 29.06.2022

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

Or. Raddy's Laboraiorizs Lid
Earmuiation Uni-g

vill, Kivol, Nalagarh roag, padai,

Distt. Solan, H.P., 172 205, INDIA

~

Tel: +61 581ce 55001-C2

CEPTUDOUKAT AHAJIU3A

WWWLATEdTYs.Coim

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxanu®, TabaeTKH, TOKPbITHIE NIeHOYHOI 060104Koii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2201086

Batch Quantity / O0bem maprun : 776.0Kg

040001593622, 890001598667

Analytical Report No / Anajautuyeckuii oryer Ne :

Date of Analysis / JlaTa anasusa: 29.06.2022

Date of Manufacture / Jlata npouszBoacrsa : May-2022

Date of Expiry / Cpok rogaocru :Apr-2027

Analysis performed according ND / Anaau3 nposenes mo HJI: ITN011252/01-110717 (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)

4 |Disintegration /
PacnapgaemocTtb

13 minutes 35 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtsopeHune

94% - 100%

98% - 100%

NLT 70% (Q) C13H1302 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodheH) yepes 30 mMmuH

C13H1802

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

He meHee 70 % (Q) CgHoNO:

(napauetamon) 4Yepes 30 MUH

6 |Related substances /
PoacteeHHble npumeck

0.04%

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceii
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodeHon (Nnpyumech
napauetamona) — He bonee 0,005%

7 |Water/Bopa

1.4%

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

Remarks : The Product conforms to ND/
Ipumeuanne: Ipoaykr coorBeTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
3axmouenue: OJIOGPEHO

Prepared by /
IToarorosiieHo:
Pardeep Kumar

£

—

Checked by /
[Iposepeno: Himesh Kumar

N S

N\

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PykoBoautens :Amit Kumar

Print Date:
Hata: 29.06.2022

Print Date:
Iara: 29.06.2022

Print Date:
Jara: 29.06.2022

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
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CERTIFICATE OF ANALYSIS

Cr. Reddy’s Laibcrainones Lid
Formulation Unit-5

vill. Khol, Nalagarn Foad, Baddi,

Distt. Solan, H.P., 173 205, iNDIA

~

Tel : +91 92166 5400L-02

CEPTUDOUKAT AHAJIN3A

www.drreddvs.coin

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, Tab1eTKH, NOKPBLITHIE IEHOYHO#H 000/104K0i, 400mr + 325mMr

Batch No / Cepust Ne : V2201086

Batch Quantity / O6bem mapTum : 776.0Kg

040001593622, 890001598667

Analytical Report No / Anaautudeckuii oTuer No ;

Date of Analysis / /laTa ananusa: 29.06.2022

Date of Manufacture / lata npon3soacrsa : May-2022

Date of Expiry / Cpox rogaocru :Apr-2027

Analysis performed according ND / Ananu3 npoeenen no 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, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
O6uiee uncno
a3pobHbIX
MUWKpPOOPraHW3MoB

b) Total combined
yeasts and mould
count / ObLee Yucno
OPONOKEBBIX U
nnecHesbIX rpubos

c) E. coli

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

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

Absent / OTtcytctByeT

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 / OTcyTcTBUE B
1r

Remarks : The Product conforms to, ND/
IIpumeyanme: IIponykr coorBeTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akaouenune: OJIOBPEHO

Prepared by /
IToaroroBneHo:
Pardeep Kumar

Checked by /
IIpoBepeno: Himesh Kumar

C;;L/——’_——\-

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pyxopoautens :Amit Kumar

i

Print Date:
Jarta: 29.06.2022

Print Date:
Jara: 29.06.2022

Print Date: I
Hata: 29.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Or. Reddy’s Laboratories Lid.
Fformulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 58166 55001-02
www.drreddvs.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuH®, TabaeTkH, NOKPbITHIE IIEHOYHOI 000JI04KO0ii, 400mMr + 325Mmr

Batch No / Cepus Ne : V2201086

Batch Quantity / O6bem naprun : 776.0Kg

040001593622, 890001598667

Analytical Report No / Ananutndeckuii oryer No :

Date of Analysis / laTa anasnuza: 29.06.2022

Date of Manufacture / Jlata npoussoacrTsa : May-2022

Date of Expiry / Cpok roanoctn :Apr-2027

Analysis performed according ND / Ananns npoeegen 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, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoaHOCTD 2.8 MokasaTene npuemnemocTty (AV)
[03UpoBaHns OOMmKeH obiTb He Bonee 15,0.
Ibuprofen /
néynpogeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.5 [NokasaTenb npuemnemoctn (AV)
napaueTtamon JomkeH ObiTk He Bonee 15,0.
10 |Assay/ 386.7 mg 360 to 440 mg of Ci3His02
KonwyecTteeHHoe (Ibuprofen) per tablet /
onpegeneHne OT1 360,0 mr po 440,0 mr Ci3H402
(nbynpodbeH) B Tabnetke
323.65 mg 2925 to 357.50 mg of CgHyNO,
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHgNO:
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [IponykT coorsercTByeT TpeboBanusm HJ[ | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroromneHo: IIposepeno: Himesh Kumar | Ono6peno: Menemxkep /
Pardeep Kumar \ Pykosoautens : Amit Kumar
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Print Date: Print Date: Print Date:
Hara: 29.06.2022 Hata: 29.06.2022 Hara: 29.06.2022

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

Cr. Reday's Laberaicries Lid.
Formuiation LUnit-6

Vill. Khel, Nalagarn Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

(149152166 58001-02

CEPTUDPUKAT AHAJIN3A

www.drreddvs.coim

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknnu®, TabaeTkn, HOKPLITHIE IJIeHOYHOI 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201086

Batch Quantity / O6bem naptuu : 776 .0Kg |

040001593622, 890001598667

Analytical Report No / Ananutudeckuii oTuer No :

Date of Analysis / laTa ananuza: 29.06.2022

Date of Manufacture / laTta npoussoacTea : May-2022

Date of Expiry / Cpok roanocru :Apr-2027

Analysis performed according ND / Anann3 nposeaen mo HJI: T1 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 PpVC/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TabneTok
a carton. /Mo 10 Tabnetok  |B MNBX/Al 6nnctep. Mo 1, 2 unu 20
8 MBX/Al 6rnnctep. Mo 1 BnucTepos B Naqky KAapTOHHYLO
6nucTepy B nadky BMECTE C UHCTPyKUUEen no
KapTOHHY BMeCTe C NPUMEHEHMUIO.

WHCTPYKUUWER No
NPUMEHEHNIO.

12 | Labeling / MapkupoBska | According to ND / B cootBeTcTBuu ¢ HA
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHoOCTU

Remarks : The Product conforms to ND/
Ilpumeyanne: [Ipoaykt coorBeTcTBYET TpeboBaHusiM HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[ToaroToBneHo:
Pardeep Kumar

Checked by /
ITpoepeno: Himesh Kumar

c:A,f“"B

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoauTens :Amit Kumar

< L{—,/
Print Date:

Hata: 29.06.2022

Print Date:
Hara: 29.06.2022
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Print Date:

Hara: 29.06.2022

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