Dr.Reddy’s ":‘.

CERTIFICATE OF ANALY

SIS

CEPTU®UKAT AHAJIU3A

‘Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykann®, TabaeTKH, NOKPbITHIE MaeHo4Hoi 06oa0uKoi, 400mr + 325mr

Batch No / Cepus Ne : V2101376

Batch Quantity / O6bemM napruu :
776.000 Kg

Analytical Report No / Anaantuueckuii oruer Ne :
890001544179, 890001544160

Date of Analysis / [lata anaau3a: 13. 09.2021

Date of Manufacture / laTa npousBojicisa :

Aug-2021

Date of Lxpiry / Cpox ronoers : Juh-"ﬂ"6

Analysis performed according ND / Ananu3 nposeaen no HJI: II NO1 1252/01-110717 (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

Result

Specification

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

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

TabneTku KancynoBuaHow
chbopmbl, NnoKpbITbIEe
nreHo4HOoM obonoukon

OpaHXeBoro LBeTa, ¢ pUCKoi
Ha OfHOW CTOpoHe, Ha
nonepeyHoM paspese — AP0
6enoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkm kancynoBuaHowm
opMbl,  MOKpbITbIE  MIEHOYHON
0BOMoYKoOl opaHXesBoro uBeTa, C
pUCKOn Ha OfOHOA CTOpOHe; Ha
nonepevyHom paspese —  A4pPO
6enoro unuv noutn 6enoro LBeTa

Pardeep Kumar

=

Himesh Kumar

M

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [IpoaykT cootsetcTByeT TpeGoBanusam HJL | 3axmoucHue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Ipogepeno: Ono6peno: Menemxep /

PyxoBonuren
Abbhishek C‘haulzf/

-

Print Date:
Hara: 13.09.2021

Print Date:
Jata: 13.09.2021

Print Date:
Hara: 13.09.2021

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

CEPTUDOUKAT AHAJIU3A

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

HNoykiauH®, Tab1eTKH, NOKPbITHIE MAeHOYHOMH 0000uKoi, 400Mmr + 325mr

Batch No / Cepus Ne : V2101376

Analytical Report No / AnanuTnyecknii oTuet Ne :
890001544179, 890001544160
Date of Manufacture / /lata nponssoacTsa : Aug-2021
‘Analysis performed according ND / Anasus npoeeaen mo HJ/I: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

Batch Quantity / O6bem naptun :
776.000 Kg

Date of Analysis / laTta anaan3sa: 13.09.2021

Date of Expiry / Cpok roanocri : July-2026

2 Identification /

MoannHHOCTL

Average weight and
mass uniformity /
CpeaHsia macca u
OOHOPOOHOCTL MO
mMacce

a) Complies as prescribed/
B cooTBETCTBUY C
onucaxuem

972.3 mg

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 yaepXuBaHUS OCHOBHbIX

nnkoB Ha XpomaTorpamme
UCNBITYEMOro  pacTteBopa  AOMMKHbI
COOTBETCTBOBATL BpeMeHam
yaepXuBaHua nuKoB Ha
XpoMmaTtorpamme pacTsopa
CTaHOapTHbIX ob6pasuos
ubynpocheHa ©“  napauetamona
(pasgen «KonnuyecteeHHoe
onpepeneHue»)

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

Or 9409 wmr po 9991 wr

(970,0 mr £ 3,0 %)

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt coorBeTcTByeT Tpebopanusm HJJ

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /
[ToaroToBieHo:
Pardeep Kumar

N

Checked by /
IIpoBepeHo:
Himesh Kumar

—)
— :

Approved by: Manager/Executive /
Opobpeno: Meunexep /
Pykosoaurens

Abhishek Chauhan

Print Date:
Hara: 13.09.2021

Print Date:
Jara: 13.09.2021

Print Date:
Hara: 13.09.2021

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

CIN: L85195AP1984PL.C004507
www.drreddys.com




Dr.Reddy’s ":‘

Batch No / Cepus Ne : V2101376

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UOykaun®, TabjeTKU, NOKPbITHIE MJIEHOYHOH 06o0uKoi, 400mr + 325mMr

890001544179, 890001544160

_Analytical Report No / AHanuTHuecKkHii oTueT Ne :

Batch Quantity / O6bem napTun :
776.000 Kg

Date of Analysis / JlaTa ananu3za: 13.09.2021

Date of Manufacture / Jlata NMpou3BOACTBA : Aug-2021

Date of Expiry / Cpox rOAHOCTH : July-2026

Analysis performed according ND / Anasuu3 nposeaen mo HJI: T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, n3m. Ne 2 or 23.09.2019)

4 |Disintegration /
PacnapgaemocTb

09 minutes 05 seconds

5 |Dissolution /
PacTtsopeHune

Not more than 30 minutes /_
He Sonee 30 MmuH

98% - 102%

100% - 106%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) C13H1802
(néynpodheH) yepes 30 MuH

NLT 70% (Q) CsHoNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO,
(napauetamon) Yepes 30 MUH

6 |Related substances /
PoacTteeHHble npumecy

0.03%

0.0003%

7 |Water /Bopa

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodpeHon (NpumMech
napaueTtamona) — He 6onee 0,005%

1.3%

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

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 13.09.2021

Jara: 13.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: IIpoBepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBonutens Q /
— Abhishek Chauhan J
Print Date: Print Date: Print Date:

Jara: 13.09.2021

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

CIN: L85195AP1984PLC004507

www.drreddys.com




Qe
Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
| N6YyKINH®, Ta01eTKH, NOKPBITDLIE MIIeHOYHOI 060J04KO, 400mMr + 325Mr

Batch No / Cepus Ne : V2101376

[Batch Quantity / O6bem napTum :
776.000 Kg

Analytical Report No / AHanuTHuecKkuii oTuer Ne :
890001544179, 890001544160

Date of Analysis / laTta anammsa: 13.09.2021

Date of Manufacture / /lata npon3soacTsa : Aug-2021

Date of Expiry / Cpok roasoctu : July-2026

Analysis performed according ND / Anann3 nposenen mo HJI: [T N011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

8

Microbial limits /
Mukpobuonornyeckas
yuctoTa

a) Total aerobic
microbial count /
O06Lee yncrio
aspobHbIX
MUKPOOPraHU3MoB

b) Total combined
yeasts and mould
count / ObLiee yncno
OPONOKEBLIX U
nnecHesbiX rpnéos

c) E. coli

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

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

1r

Absent in 1g / OTcyTcTBYET B

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

Not more than 100 CFU/g /

' 'He 6orniee 100 KOE/r

Shall be absent in 1g / OTcyTcTeve B
1r

Remarks : The Product conforms to ND/
TIpumeuanue: [Ipoaykt coorBercTByeT TpeGoBanusam HJL

Opinion : APPROVED
Zakmouenue: OJJOBPEHO

Hara: 13.09.2021

Hara: 13.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosJjieHo: [IpoBepeHo: Op06peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauresnb
¥ Abhishek Chauhan
- P o
CE.L - _';J(”——‘ |
= . [\
Print Date: Print Date: Print Date:

Hara: 13.09.2021

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

CIN: L85195AP1984PLC004507
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

'Product : Ibuclin, film-coated tablets 400 m;g + 325 mg
4 (O i JAMH®, TaGIeTKH, NOKPLITHIC N1EHOUHOH 060104 KOi, 400Mr + 325Mr
Batch No / Cepuns Ne : V2101376

Batch Quantity / O0bem maptuu :
776.000 Kg
Date of Analysis / laTa aHann3a: 13.09.2021

Analytical Report No / AHaauTHYecKnii oTyer Ne :
890001544179, 890001544160

Date of Manufacture / lata npoussojcrsa : Aug-2021 |Date of Expiry / Cpoxk rogHocty : July-2026
Analysis performed according ND / Anasu3s nposenen o HJI: ITNO1 1252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, usm. Ne 2 o1 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHopoaHOCTb 1.6 MokasaTenb npuemnemoctn (AV)
0031poBaHNsA JorkeH 6biTb He Bonee 15,0.
Ibuprofen /
nbynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.4 Mokaszatenb npuemnemoctn (AV)
napaueTamorn JAormkeH ObiTb He Gonee 15,0.
10 |Assay/ 392.6 mg 360 to 440 mg of CiHisO2
KonnyectseHHoe (Ibuprofen) per tablet /
onpepgeneHne OT 360,0 mr oo 440,0 mr Cq3H1s02
(ubynpodpeH) B Tabnetke
325.50 mg 2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
OT 292,5 mr po 357,5 mr CgHgNO:
(napaueramon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYET Tpehoarnam HJI

Opinion : APPROVED
Bakmwoucnue: OJOBPEHO

Prepared by /
IloaroToBieHo:
Pardeep Kumar

Checked by /
IIpoBepeHo:
Himesh Kumar

)

Approved by: Manager/Executive /
Onob6peno: Menempxep /
Pykoroaurens )‘

Abhishek Chauhan
/"

c:;f.l —
Print Date:

Hata: 13.09.2021

Print Date:
Hara: 13.09.2021

Print Date:
INara: 13.09.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HU6yKAUH®, TabeTKH, NOKPbIThIE IJIEHOYHOI 00010uK0il, 400Mr + 325mMr

Batch No / Cepusa Ne : V2101376 Batch Quantity / O6bem napTyu :

776.000 Kg
Analytical Report No / AnaanTuueckuii otuet Ne : Date of Analysis / laTta ananu3sa: 13.09.2021
890001544179, 890001544160

Date of Manufacture / lata npoussoacTsa : Aug-2021 |Date of Expiry / Cpok roaHocTH : J:uly-2026 |
Analysis performed according ND / Ananu3 nposegen no HJ: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |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 TabneTtok
carton. / Mo 10 Tabnetok B |B MNBX/Al 6nuctep. Mo 1, 2 nnn 20
MBX/Al 6ninctep. Mo 1 OnncTepoB B Nayky KapTOHHYIO
dnucTtepy B nadky BMeECTe C UHCTPpYKUMER no
KapTOHHYIO BMeCTe C NPUMEHEHWIO.

WHCTpyKUMen no
NPUMEHEHMIO.

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

14 | Shelf life / Cpok 5years /5 net
| | roaHOCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cootercTyeT Tpebosanuam HJ[ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
Abhishek Chauhan _

L | eb— |-
Print Date: Print Date: Print Date:
Hara: 13.09.2021 Jara: 13.09.2021 Hara: 13.09.2021
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