Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAJIHU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
No6yxaun®, Tab1eTKH, NOKPLITHIE MIEHOYHOI 0601049K0ii, 400Mr + 325Mmr

Batch No / Cepus Ne : V2101041 Batch Quantity / O6bem mapTuu ;
760.000 Kg

Analytical Report No / AHasmTHyeckuii oTyer Ne ; Date of Analysis / lata ananuza: 10.07.2021

890001533512, 890001533455

Date of Manufacture / JlaTta nponssogctsa : Jun-2021 | Date of Expiry / Cpok roanocrn : May-2026
Analysis performed according ND / Anwis uposesen no HJ: TIN0O11252/01 110717 (amond Ne 1 from
06.09.2018, wmend Ne 2 Jrom 23.09.2019/ usm. No 1 or 06.09.2018, nsm. No 2 ot 23.09.2019)

Toot Reault Epecification

1 |Description / OnucaHue

Capsule-like orange-coloured
film-codled one-side scored

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

tablets; on cross section- white to off-white
on cross section- white core /|core / TabneTtkun kancynoBuaHon
TabneTku KancynosugHoW|yopmbl,  MOKPbITbIE  MNEHOYHON
dopmbl, NoKpbITble|06OIOYKON OpaHXeBoro uBeTa, ¢
NNEHaYHON 00ONOYKOA |PUCKOA HA  OfIHNA  CTOPAHR,  HA
OpaHXeBoro LiBeTa, C puckon|nonepeyHoMm paspese — 84po
Ha ofHoW CTOpOHe; Ha|benoro wunu nNo4Ty benoro uBeta

norepeYHom paspese — a4po
©enoro ueeTa

Opinion : APPROVED
3akarouenne: OJJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykr cootBercTByeT TpedboBanusm HJT

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IIpoBepeno: Onobpeno: Menemxep /
Pardeep Kumar Santosh Kumar Maurya PykoBoautens
f @C Pavan Kumar Sham},?;,j;y
Cl.r—-—"_—— -—J/’—
~“=
Print Date: Print Date: Print Date:

Hara: 10.07.2021

Hara: 10.07.2021 Hara: 10.07.2021

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 ":'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykimu®, rabierku, nokphiThie naeHounol ofonoukoii, 400Mr + 325mr

Buich Nu/ Cepun Ne: V2101041 DBatch Quantity / O8bem napTumn :
760.000 Kg

Analytical Report No / AHanmTudeckuii oruer No : Date of Analysis / lara ananuza: 10.07.2021

RO0001533512, RONNN1533455

Date of Manufacture / Jlata nponsBoacrsa : Jun-2021 | Date of Expiry / Cpok roguocts : May-2026

Analysis performed according ND / Ananu3 nposeaen no HJI: ITN011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 fram 23 19 2019/ uam No 1 ar NA NQ 201R, u3m Ne 2 o1 23.09.2019)

2 Identification /
[NognnHHOCTL

a) Complies as prescribed/
B cooTeeTcTBUM C
onucaHnem

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 ypepXuBaHUsi OCHOBHbIX
NUKoB Ha xpomarorpamMmme
UCMbITYEMOrO pacTBopa  AOSMKHbI
COOTBETCTBOBATH BpemMeHaMm
yAEPKMBaHNA NNKOB Ha
XpomaTorpamme pacTtBopa
CTaH4apTHbIX obpasuos
ubynpoceHa 1 napaueTtamona
(pazgen «KonuuectBeHHOe
onpepeneHner)

3 |Average weight and
mass uniformity /
CpepHss macca n
OAHOPOAHOCTL MO
macce

975.8 mg

940,9 mg to 999,1
(970,0 mg £ 3,0 %) /
Or 9409 w™Mr po

(970,0 mr + 3,0 %)

mg

9991 wmr

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

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanmaM HJT

Opinion : APPROVED
3axmouenune: OJOBPEHO

Hara: 10.07.2021

Hata: 10.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: ITpoeepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Santosh Kumar Maurya PykoBoaurens
Pavan Kumar Sharma”’
Print Date: Print Date: Print Date:

Hara: 10.07.2021

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
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Dr.Reddy’s ‘,’o

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyknuu®, TabneTkH, MOKPHITHIE NJIEHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101041 Batch Quantity / O6bem naptam :
760.000 Kg

Analytical Report No / AHamaTuvyeckuii oruer Ne : Date of Analysis / lata ananan3za: 10.07.2021

890001533512, 890001533455

Date of Manufacture / /lata npousgosactsa : Jun-2021  [Date of Expiry / Cpok roguoctu : May-2026

Analysis perfarmed according ND / Anaans nporegen mo HJT: ITM011252/01 110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /

PacnagaemocTtsb

13 minutes 30 seconds

Not more than 30 minutes /
He 6onee 30 muH

3 |Dissolution /
PacTtsopeHune

97% - 101%

99% - 105%

NLI /U% (W) CqsHqsU2 (Ibuproten)
dissolved in 30 minutes /

He MeHee 70 % (Q) Ci3H150:
(nbynpodeH) yepes 30 muH

NLT 70% (Q) CsHoNO2
(Paracctamol) diasaolved in 30
minutes /

He menee 70 % (Q) CoHaNO:
(napaucTtamon) Hepea 30 muii

6 |Related substances /
PoacTteeHHbie npumecu

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodgeHon (Nnpumech
napaueTtamona) — He bonee
0,005%

7 |Water/ Boga

1.5%

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

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykT cooTBeTcTBYET Tpebosauuam HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IlonroroBneHo:
Pardeep Kumar

L

Checked by /
IIpoBepeHo:
Santosh Kumar Maurya

Mﬁa

Approved by: Manager/Executive /

Onobpeno: Menemxkep /

PyxoBoaurenn

Pavan Kumar Sharg)a _
(& G

l B

—
-

Print Date:
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Print Date:
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Print Date:
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Dr.Reddy’s ',‘o’

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykann®, TabneTkH, NOKPHITHIE NJIEHOYHOH 060104K0#, 400Mr + 325Mr

Batch No / Cepua Ne : V2101041 Batch Quantity / O6bem napruu :
760.000 Kg
Analytical Report No / Aranuru4yeckuii oruer Ne : Date of Analysis / lata ananm3a: 10.07.2021

890001533512, 890001533455

Date of Manufacture / lara npoussoacta : Jun-2021 | Date of Expiry / Cpok rognoctn : May-2026

Analysis performed according ND / Ananns nposenen no H/I: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 o1 06.09.2018, uzm. Ne 2 ot 23.09.2019)

8 [Microbial limits /
Mukpobuonorudeckas
yucToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / MeHee 10 KOE/r Hec 6once 1000 KOE/r
Obuee uucno
AApnaHRIY
MUKPOOPraHuamoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/r He 6onee 100 KOE/r
count / OBuwee 4yncno
APOMNOKEBBIX U
nnecHesbIX rpudos
Absent in 1g / OTcyTtcTayet B |Shall be absent in 1g / OTcyTcTBKE

¢) E. coli 1r B1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Iponykr coorBercryer Tpebosanusam H]I | 3akmouenue: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: [IpoBepeHo: OnobpeHo: Menemxep /
Pardeep Kumar Santosh Kumar Maurya PyxoBoautens

o.if~ Mﬁ Pavan Kumar Sf/??nﬁ;:’/

Print Date: Print Date: Print Date:
Hara: 10.07.2021 Hara: 10.07.2021 Hara: 10.07.2021
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Dr.Reddy’s ‘_’o

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxknun®, TabiaeTku, NOKPLITHIE IL1eHOYHOI 060.,104ko0it, 400mr + 325Mr

Batch No / Cepust Ne : V2101041 Batch Quantity / O6bem napthu :
760.000 Kg
Analytical Report No / Anamuruyecknii oryer Ne ; Date of Analysis / J{laTa anann3a: 10.07.2021

890001533512, 890001533455
Date of Manufacture / Tata npoussoacrsa : Jun-2021  |Date of Expiry / Cpok rogHoctu : May-2026
Analysis performed according ND / Ananus nposexes mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not mors than 16.0 /

/ OpHopoaHOCTL 1.9 MokasaTens npuemnemocTu (AV)

A031poBaHus [oIKeH 6biTh He Bonee 15,0.

Ibuprofen /

nbynpodeH Acceptance value (AV) should be
not more than 15.0 /

Paracetamal / 1.9 MarnanTen npueMnemacTil (AV)

napaueTtamon aonveH Geite He Gonoo 16,0.

10 |Assay/ 394.4 mg 360 to 440 myg of C;3H;s0,
Konuuec 1 senHue (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mMr Cq3H150,

(nbynpodpeH) B Tabnetke

326.51 mg 2925 to 357.50 mg of CgHoNQ,

(Paracctamol) per tablet /

OT 292 h me 0 3575 mr CoHgNO,

(napaueTtamon) B TabneTtke |
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Tpoaykr cootBercTBYeT TpeboBanusm HJI | 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: IIpoBepeno: Onobpeno: Menemxep /
Pardeep Kumar Santosh Kumar Maurya PyxoBonurens

£ Pavan Kumar Sha

f il 5 7

Print Date: Print Date: Print Date:
Hata: 10.07.2021 Jara: 10.07.2021 Jara: 10.07.2021
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Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyknuH®, Tab1eTKH, NOKPLIThIE INIEHOYHOH 060104K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2101041 Batch Quantity / O6nem mapThu :
760.000 Kg
Analytical Report No / Ananuruyeckunii oruer No : Date of Analysis / laTta ananu3za: 10.07.2021

890001533512, 890001533455
Date of Manufacture / lata npousBoacrsa : Jun-2021 | Date of Expiry / Cpox roagnocru : May-2026
Analysis performed according ND / Ananu3 nposenen mo HJ: TI 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 tahlets in PVC/AI 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient intormation leatletin |leafiet in a carton. / Mo 10 TabneTok
acaron (Mo A0 vafnetnk  |m NRX/AI Aractap Ta 1, 2 wnm 20

o MBX/Al 8nvotep. Mo 'l SnucTepoD B nadKy kKapTolllylo
6nucTepy B Nayky BMECTE C UHCTPYKLMEN no
KapTOHHYIO BMecCTe C NPUMEeHeHNIo.

UHCTPYKLMER Mo

MPUMEHEHUID.

12 | Labeling / Mapkuposka | According to ND / B cootaetctauu ¢ Hfj
13 | Slourayge condilions / At temperaturc not more than 25 °C. /

ApareHne Mpn 1emiepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
rOAHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr cootBerctByet Tpebosanusam H]I | 3akmouenune: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroTosneHno: [IpoBepeHo: Opobpeno: Menemkep /
Pardeep Kumar Santosh Kumar Maurya PykoBoaurens
iy < Pavan Kumar Sharma
— dl/_/
Print Date: Print Date: Print Date:
Hata: 10.07.2021 Hata: 10.07.2021 Hara: 10.07.2021
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