Dr.Reddy’s ‘_'e

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

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykann®, TabaeTKH, HOKPBIThIE MJIEHOYHOIT 060.104K0H, 400mr + 325mr

Batch No / Cepusi Ne : V2201882

Batch

Quantity / O0bem naprun : 776.0Kg

040001640780,890001615289

Analytical Report No / AHanuTuueckuii oTuer Ne :

Date of Analysis / lata ananusa: 20.09.2022

Date of Manufacture / [aTta np

onspojcTea : Aug-2022

Date of Expiry / Cpok roanocrn :July-2027

Analysis performed according ND / Anasnu3s nposenen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

1 |Description / Onucanue
[

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

on cross section- white core /
Tabnetku KarncynoBuaHON
hopmbl, NOKpPbITbIE
NNeHo4YHoM obonoykon
OpaHXeBOro UBEeTa, C PUCKOMN
Ha OAHOA CTOpPOHE, Ha
noriepeyHoM paspese — aapo
Benoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets:
on cross section- white to off-white
core [/ TabneTkm kancynoBuAaHON
thopMbl,  MOKPbITbIE  NNEHOYHOMN
0B0MOYKON OpaHXeBoro LBeTa, ¢
pUCKOW Ha OAHOW CTOPOHE; Ha
nornepeyHoM  paspese aa0po
©enoro nnu nodtn Genoro UBeTa

Remarks : The Product confd
Ilpumeuanne: ITpoaykT coo1

rms to ND/
(BeTCTBYET TpehoBaHuaM HJI

Opinion : APPROVED
3akawuenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Tposepeno: Naresh Kumar | Ono6peno: Menemxkep /
Ankaj Verma Z/;( Pyxoroautens :Manoj Kumar
£ @5/ \ _) L (
(gt
Print Date: Print Date: Print Date:
Hara: 20.09.2022 Jata:20.09.2022 Hata.20.09.2022

Resistored Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4100 2900, Fese 01 40 4900 2993, Emaii: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

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

N6ykann®, TabaeTkn, NOKPLITHIE IAEHO4HOI 060.1049K0i1, 400mMr + 325mr

Batch No / Cepus Ne : V2201882 Batch Quantity / O6bem napruu : 776.0Kg

040001640780,890001615289

Analytical Report No / Anamuruyeckuii otyer No : Date of Analysis / [TaTa ananusa: 20.09.2022

Date of Manufacture / laTa mpoussoactsa : Aug-2022  |Date of Expiry / Cpor rogaoctu :July-2027

Analysis performed according ND / Ananu3 nposeaen no 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)

2 Identification / a) Complies as prescribed/
MNoanuHHoOCTb B cootBeTCTBUM 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 yaepxmBaHMA OCHOBHbIX
nukos Ha XpomaTtorpamme
UCNbITYEMOro  pacTeBopa  AOSMKHbI
COOTBETCTBOBATL BpemMeHam
YAEPKUBAHUSA MUKOB Ha
XpomaTorpamme pacTeopa
CTaHOapTHbIX obpasiios
nbynpoceHa 1  napauetamona
(pa3pen «KonuyectseHHoe
onpegeneHner)

3 |Average weight and 970.6 mg
mass uniformity /
CpegHss macca n
OAHOPOAHOCTL MO
macce

Complies /cooTBeTCTBUM C

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

Or 9409 wmr pgo 999,11 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 Boree £ 10 %

Remarks : The Product conforms to ND/
IMpumeuanue: [poaykT cootsercrByeT Tpeboranusm HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: [Tposepeno: Naresh Kumar | Ono6peHo: Menemxep /
Ankaj Verma ﬂ/ Q PyxoBonutens :Manoj Kumar
)
- e ¢
Print Date: Print Date: Print Date:
Hara: 20.09.2022 Hata:20.09.2022 Harta.20.09.2022
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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
www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOykanH®, Tab1e Tk, NOKPLITHIE MJIeHOUHOH 000104K0iH, 400mr + 325mr

Batch No / Cepus Ne : V2201882

Batch Quantity / Oobem mapTuu : 776.0Kg

040001640780,890001615289

Analytical Report No / Aranutuueckmii orTyet No :

Date of Analysis / [laTta ananuza: 20.09.2022

Date of Manufacture / lata npousBoacrsa : Aug-2022

Date of Expiry / Cpok rognoctn :July-2027

Analysis performed according ND / Ananu3 nposenen no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, n3m. No 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

09 minutes 05 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTtsopeHue

97% - 102%

95% - 101%

NLT 70% (Q) C13H41502 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodeH) Yepes 30 MUH

Ci13H1502

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

He wmenHee 70 % (Q) CsHgNO;

(napauetamon) yepes 30 MUK

6 |Related substances /
PopacTteeHHbIE NpumecK

0.03%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He Bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammHobeHon (Npumech
napaueTtamora) — He 6onee 0,005%

7 |Water/Bopa

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [ponykt coorBercrayet Tpeboannsm HJ | 3akiouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeHo: Naresh Kumar | Opobpeno: Menemxep /
Ankaj Verma }Q - Ve PykoBoautens :Manoj Kumar
L (JU ) (
== Dmpreot
Print Date: Print Date: Print Date:
Hara: 20.09.2022 Hata:20.09.2022 Hata.20.09.2022
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CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanH®, TabieTKH, NOKPBIThIE NiIeHOYHOli 060.104K0#, 400Mr + 325mr
Batch No / Cepus Ne : V2201882 Batch Quantity / O0bem naptun : 776.0Kg

Analytical Report No / AHannTudyeckuii oTyer No : Date of Analysis / laTa ananmn3za: 20.09.2022
040001640780,890001615289
Date of Manufacture / laTa npousBoacTsa : Aug-2022 |Date of Expiry / Cpok rognoctu :July-2027
Analysis performed according ND / Anaaun3s nposenen mo HJ/[: [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, u3m. Ne 2 ot 23.09.2019)

*8 [Microbial limits /
Mukpobuonornyeckas
yncToTAa Less than 10 CFU/g /
a) Total aerobic Meree 10 KOE/r Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O6uee yncno
a3pobHbIX
MUKPOOPraHn3MoB

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 / O0Lwee yucno
APONOKEBBIX U
nnecHesbIX rpubos
Absent / OtcyTcTBYET

c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumevanue: [Ipoaykr cootserctByeT Tpebopanuam HJJ | 3axitouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [IpoBepeno: Naresh Kumar | Opo6peno: Menemxep /
Ankaj Verma /rﬂ') @/ PykoBoautens :Manoj Kumar
P . )
Print Date: Print Date: Print Date:
Hara: 20.09.2022 JaTa:20.09.2022 JaTa.20.09.2022
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CEPTHDHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MNoykauu®, TabaeTk, NOKPbITHIE MJIEHOYHOI 000J104K0ii, 400mr + 325Mr
Batch No / Cepus Ne : V2201882 [Batch Quantity / O6bem napTHu : 776.0Kg

Analytical Report No / AHaanTuyeckuif oruer Ne : Date of Analysis / lata ananu3sa: 20.09.2022
040001640780,890001615289
Date of Manufacture / Jlata npousBoacTsa : Aug-2022  [Date of Expiry / Cpok rognocts :July-2027
Analysis performed according ND / Anaau3 nposenen mo HJ: [1 N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 o1 06.09.2018, n3m. Ne 2 o1 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopogHoCTL 1.9 MokasaTtens npremnemoctu (AV)
| nO3npoBaHua JomKeH OblTb He Oonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.0 not more than 15.0 /
Paracetamol / Mokasatens npremnemocty (AV)
napaueTamon JorkeH ObiTb He Bonee 15,0.
10 |Assay/ 391.6 mg 360 to 440 mg of CizHi0:
KonunyecTteseHHoe (Ibuprofen) per tablet /
onpegeneHne OT1 360,0 mr go 440,0 mr Ci3H102
(nbynpodheRr) B TabreTke
326.40 mg
2925 to 357.50 mg of CngNOz
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CsHgNO;
(napauetamon) B TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [poaykt coorsercTByeT TpeboBanusam HJ[ | 3akmouenne: OJOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno:; ,~ [IposepeHo: Naresh Kumar | Ono6peno: Menemxep /
Ankaj Verma ﬁ @ PykoBoautens :Manoj Kumar
Print Date: Print Date: Print Date:
Jara: 20.09.2022 Jata:20.09.2022 Jara.20.09.2022
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Dr. Reddy's Laboratories Ltd.
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Formulation Unit-6
Dr‘ Reddy s .. Vill. Khol, Nalagarh Road, Baddl,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS "o oo

CEPTUDPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoykauu®, TabieTKH, MOKPbITHIE NJeHOYHOI 000104K0ii, 400mr + 325Mr
Batch No / Cepusi Ne : V2201882 Batch Quantity / O6bem napTun : 776.0Kg

Analytical Report No / Ananuruyeckuii otyer No : Date of Analysis / laTa anann3za: 20.09.2022
040001640780,890001615289
Date of Manufacture / /laTta mpouspoactsa : Aug-2022  |Date of Expiry / Cpok rogaoctn :July-2027
Analysis performed according ND / Ananns nposeaen mo HJI: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/AI 10 tablets in PVC/Al 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. /o 10 Tabnetok  |B MBX/Al 6rnctep. Mo 1, 2 unn 20

B MBX/Al 6nncTep. Mo 1 B6rvcTepoB B Nadky KapTOHHYO
6nunctepy B nayky BMECTE C UHCTPYKUMEN No
KapTOHHYI0 BMECTE ¢ NPUMEHEHMIO.

WHCTPYKLUMEn no

NPUMEHEHWIO.

12 | Labeling / Mapkuposka | According to ND / B cooteTcTauu ¢ HJl
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHne MNpv TemnepaType He Bbilwe 25 °C.
14 | Shelf life / Cpok 5years /5 ner

ro4HOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmue: [Tpoaykr cootBeTcTByeT TpeboBanusam HJl | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneHo: [Tpoeepeno: Naresh Kumar | OnoGpero: Menemxkep /
Ankaj Verma ]j‘/ b PykoBogutens :Manoj Ku1mar

o x/ 7 /|
o o)

Print Date: Print Date: Print Date:
Hara: 20.09.2022 Hata:20.09.2022 Hata.20.09.2022

Registered Office: 8-2-327, Road No. 3, Banjara Hilis, Hyderaba : - 500034, Telanzana, India
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