Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxnnn®, TabaeTkn, NOKPHITHIE NIeHOYHOH 060104K0ii, 400Mr + 325mMr

Batch No / Cepus Ne : V2101378

Batch Quantity / O0bem napTum :
776.000 Kg

Analytical Report No / AHanuTu4yecknii oryer Ne :
890001546123, 890001545915

Date of Analysis / JlaTa anaan3a: 23.09.2021

Date of Manufacture / /lata npoussoacTsa : Aug-2021

Date of Expiry / Cpok roasnocti : Jul-2026

Analysis performed according ND / Ananu3 nposeaen 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 / OnucaHmne

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

on cross section- white core /

Tabnetku KancynosugHomn
chopmbl, NOKpbITblE
NIEHOYHOMN 060n0uKON

OpaHXXeBoro LiBeTa, ¢ PUCKON
Ha OOHOM CTOPOHE;, Ha
nonepeyvyHoM paspese — a4po
6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ Tabnetknm KkancynoBUAHON
hopMbl,  MOKPbLITHIE  MMEHOYHOWN
obonoyko opaHxeBoro LuBeTa, C
pUcKO Ha OJHOW CTOpPOHe; Ha
rnornepedHoM paspese —  44po
Gernoro vnun noyTy Genoro UBeTa

Remarks : The Product conforms to ND/
Ipumeuanwue: [Ipogykr cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Prepared by /
[HoaroTtoBneHo:
Pardeep Kumar

Checked by /
[TpoBepeno:
Himesh Kumar

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

Amit Kuma .
mit Kumar /.&wy’

Print Date:

Hara: 23.09.2021

Print Date:
Hata: 23.09.2021

Print Date:
Jata: 23.09.2021

Registered Office: 8-2-337, Rbad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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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

CEPTUOPUKAT AHAJU3A

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

HNoykaun®, TabieTku, NOKPLITHIE N1eHOYHOi 060/1049K0ii, 400Mr + 325mr

890001546123, 890001545915

Batch No / Cepus Ne : V2101378 Batch Quantity / O6bem napTau :
776.000 Kg
Analytical Report No / Ananuruyeckuii orueT Ne Date of Analysis / JaTa ananu3sa: 23.09.2021

Date of Manufacture / Jlara npoussoactsa : Aug-2021 |Date of Expiry / Cpok roguocrts : Jul-2026

Analysis performed according ND / Anasnu3s nposeaen o HJ: [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, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
[loanuHHOCTL B cooTeeTCTBUN C
onuncaHnem

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 yaepumBaHUSI OCHOBHbIX
NUKOB Ha Xpomarorpamme
NCNbITYEMOro  pacTsopa  [AOSKHbI
COOTBETCTBOBATb BpemMeHam
yaepXusaHns MUKOB Ha
Xpomartorpamme pacTsopa
CTaHZapTHbIX obpasuos
nbynpoceHa W napaveramona
(paspen «KonnyectseHHoe
onpeaerneHue»)

3 |Average weight and 970.4 mg
mass uniformity /
CpepHsasa macca n
OJAHOPOAHOCTL NO
macce

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

Or 9409 w™Mr pgo 9991 wr
(970,0 mr = 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Oonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He bonee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpogykT cooTBETCTBYET Tpeboanusam HJ

Opinion : APPROVED
3akmouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBieHo: ITpoBepeHo: Onobpeno: Menenxep /
Pardeep Kumar Himesh Kumar PykoBoaurens
_ Amit Kumar . )
Print Date: Print Date: Print Date:
Hata: 23.09.2021 Jara: 23.09.2021 JHara: 23.09.2021

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
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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
H6ykaun®, TabaeTKH, IOKPBIThIE MUIEHOUHOH 0601049K0#, 400Mmr + 325mr

Batch No / Cepust Ne : V2101378

Batch Quantity / O6bem napTuu :
776.000 Kg

890001546123, 890001545915

Analytical Report No / Ananuruyeckuii oryer Ne :

Date of Analysis / Jlata asanusa: 23.09.2021

Date of Manufacture / J/lata npou3soacTsa : Aug-2021

Date of Expiry / Cpok rognoctu : Jul-2026

Analysis performed according ND / Ananu3 nposeges mo HI: ITTN011252/01-110717 (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 /
PacnagaemocTtb

11 minutes 48 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PactBopeHne

99% - 101%

99% - 102%

NLT 70% (Q) Ci3H1s02 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(bynpodpen) yepes 30 MUH

Ci13H102

NLT 70% Q) CsHgNO2
(Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CeHoNO:2

(napauetamon) yepes 30 mMUH

6 |Related substances/
PoacTeeHHble npumecu

0.05%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amumHocheHon (NpumMech
napaueTamona) — He 6onee 0,005%

7 |Water/ Boga

1.7 %

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

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJL

Opinion : APPROVED
3axmouenne;: OJJOBPEHO

Prepared by /
IloaroToBneHo:
Pardeep Kumar

Checked by /
[IposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBonurens
. _}(-/_ =
P"‘;/

Amit Kumar

Print Date:

Hata: 23.09.2021

Print Date:
Hara: 23.09.2021

Print Date:
JHara: 23.09.2021

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: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALY

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

SIS www.drreddys.com

CEPTUOUHKAT AHAJIN3

A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

Noykaun®, Tabaerku, MOKPHITbIE MJIEHOYHOH 000104K0H, 400mr + 325mr

Batch No / Cepusi Ne : V2101378

Batch Quantity / O6bem napTuu :
776.000 Kg

890001546123, 890001545915

Analytical Report No / AHanuTHYecKHi 0T4eT Ne :

Date of Analysis / laTa ananu3sa: 23.09.2021

Date of Manufacture / Jlata nponssojicTia : Aug-2021

Date of Expiry / Cpox roaunocty : Jul-2026

Analysis performed according ND / Anamus nposesien mo HJI: TINO11 252/01-110717 (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)

8 [Microbial limits /
Mukpobuonornyeckas
yuctoTa

a) Total aerobic
microbial count /
O6wee uncno
a3poBHbIX

MUKPOOPraHM3MoB

b) Total combined
yeasts and mould
count / Obwee yucno
OPONOKEBbIX U
rnnecHeBbIX rpnuboB

c¢) E. coli

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

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

Absent in 1g/ OTcyTCcTBYET 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
ir

Remarks : The Product confo
IIpumeuanue: [TpoaykT cooT

rms to ND/
BeTcTByeT TpeboBaHuaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
[ToarotoBneHo:
Pardeep Kumar

Checked by /
[IposepeHo:
Himesh Kumar

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

Print Date:
Hara: 23.09.2021

Print Date:
Hara: 23.09.2021

{ A
Print Date:

Jara: 23.09.2021

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: L85195AP1984PLC0O04507
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

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabJeTKH, NOKPbITHIE MJIEHOYHOH 000/104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2101378 Batch
776.000 Kg

Quantity / O6bem napTuu :

Analytical Report No / Ananutudeckuii otuer Ne :
890001546123, 890001545915

Date of Analysis / JlaTa ananusa: 23.09.2021

Date of Manufacture / JlaTa npoussojcTsa : Aug-2021

Date of Expiry / Cpok roaunocts : Jul-2026

Analysis performed according ND / Ananus nposenen mo HJ/I: [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, u3zm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHOpPOAHOCTL 1.4 MokasaTenb npuemnemocTtn (AV)
J031MpOoBaHNs JOImKeH ObITb He Gonee 15,0.
Ibuprofen /
ubynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.4 Mokasatenb npuemnemocTtu (AV)
napauertamon JoJpKeH 6bliTb He Bonee 15,0.
10 |Assay/ 399.1 mg 360 to 440 mg of Cq3Hig0O2
KonuyecTtseHHoe (Ibuprofen) per tablet /
onpeaenexHue OT1 360,0 mr go 440,0 mr Cq3H4502
(néynpodeH) B TabneTke
327.84 mg 2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
OT1 292,5 mr go 357,5 mr CgHgNO»
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumevanne: IIpoaykr coorBercTByeT Tpebopanusm HJI

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Prepared by /
IToprorosneHo:
Pardeep Kumar

Checked by /
IlpoBepeHno:
Himesh Kumar

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

Amit Kumar O

Print Date:

Jata: 23.09.2021

Print Date:
Jata: 23.09.2021

— p
P
Print Date:

Harta: 23.09.2021

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: L85195AP1584PLC004507
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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykana®, TabGaeTKH, NOKPLITHIE JIEHOYHOH 00010uKo0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2101378 Batch
776.000 Kg

Quantity / O6bem napTuu :

Analytical Report No / Ananntuyeckuii order Ne :
890001546123, 890001545915

Date of Analysis / JIaTa anaausa: 23.09.2021

Date of Manufacture / JlaTa npon3soacTsa : Aug-2021

Date of Expiry / Cpox roanocts : Jul-2026

Analysis performed according ND / Anaau3 npoeeaen no HJ[: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PVC/Al blister. |10 tablets in PVC/AI 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 TabneTok
carton. / Mo 10 Tabnetok B |B MNBX/Al 6nuctep. Mo 1, 2 unn 20
MBX/Al 6nuctep. Mo 1 OnNMCcTepoB B Nadky KapTOHHYIO
6nucTepy B nayky BMECTE C UHCTPYKUMEI Mo
KapTOHHYI0 BMECTe C MPUMEHEHUIO.

MHCTPYKLUMER no
fIPUMEHEHMUIO.

12 | Labeling / Mapkuposka | According to ND / B cooteetctauv ¢ HJ1
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

rogHOCTU

Remarks : The Product conforms to ND/
IIpumeuanmne: [Iponykr coorsercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /
IMTonrorosicHoO:
Pardeep Kumar

i -

-

Checked by /
IIposepeno:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
PyxoBonutens

Amit Kumar R
P'V' il

Print Date:
Jara: 23.09.2021

Print Date:
Hara: 23.09.2021

Print Date:
Jara: 23.09.2021

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: L85195AP1984PLC0O04507
www.drreddys.com




