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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yKkauu®, Ta61eTKH, DOKPBIThIE NIEHOYHOH o6on0ukoii, 400mr + 325mr

Batch No / Cepus Ne : V2101884

776.0

Batch Quantity / O0bem napTuu :

00 Kg

040001472520

Analytical Report No / AHaquTHuecKuii oT4eT No

Date

of Analysis / laTa ananan3a: 29.11.2021

Date of Manufacture / JIata npoussocTsa : Nov-2021

Date

of Expiry / Cpor rognocts : Oct-2026

Analysis performed according ND / Ananus nposeaen o HJI: TT NOI 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018. u3m. Ne 2 01 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucaxue

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

tablets;

on cross section- white core /
TabneTku KancynosugHow
hopmbl, NOKpbIThbIE
nreHo4YHomn obonoykon
OpaHXXeBoro LBeTa, C PUCKON
Ha OJHOW CTOPOHE; Ha

nonepeYHom paspese — A4po
6enoro uUBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynosugHou
bOpMbI,  MOKPbITblE  MIIEHOYHOW
obornoykoin opaHxesoro useTa, C
PUCKO Ha OAHOW CTOPOHE; Ha
norepeyHom paspese —  A4po
Genoro nnu nouTtn 6enoro ugeta

Remarks : The Product conforms to ND/
Ipumeuanue: [IponyKT cooTBETCTBYET Tpebosanmsm HIT

Opinion : APPROVED
Baxmouenue: OJJOBPEHO

Prepared by /
[loarotoBneHoO:

Checked by /
IIposepeHo:
Himesh Kumar

&= \_J_/_)-—*

Approved by: Manager/Executive /
Ono6peno: Menemxep /
Pykosoaurenn =

Manoj Kumar ;”'h (UL

Ankit
(X
Print Date:

Jara: 29.11.2021

Print Date:

Print Date:

Hata: 29.11.2021

Hata: 29.11.2021
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CERTIFICATE OF ANALYSIS 0o cio e om

CEPTH®UKAT AHAJII3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, Ta6ieTKH, HOKPbIThIE MJ1eH04HO0l 06010YKOH, 400mr + 325Mr

Batch No / Cepust Ne : V2101884 Batch Quantity / O6bemM NapTHH :
776.000 Kg
Analytical Report No / AHaauTHIecKH# oTyeT Ne : Date of Analysis / Jlata anaam3a: 29.11.2021
040001472520
Date of Manufacture / Jlata npon3goacta : Nov-2021 | Date of Expiry / Cpok roanocty : Oct-2026

Analysis performed according ND / Ananu3s nposenen no HI: ITNOI 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)

2 Identification / a) Complies as prescribed/  |The retention time of the main peaks
[MoANMHHOCTL B cooTtBeTCTBUU C on the chromatogram of the test
onncaHuem solution should correspond to the

retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yAepXuBaHUss OCHOBHbIX
NKOB Ha XpomaTorpamme
UCMLITYEeMOro  pacTBopa  AOJDKHbI
COOTBETCTBOBATb BpEMEHaM
yaepxKusaHus nnKoB Ha
Xpomarorpamme pacTsopa
CTaHaapTHbIX obpasuos
ubynpocdeHa ¥  napaueramona
(pasgen «Konn4ecteeHHoe
onpegeneHme»)

3 |Average weight and 973.5mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %) /

CpepaHsa macca Ot 9409 wmr pmo 9991 wr
OAHOPOOHOCTbL MO (970,0 mr + 3,0 %)

macce
18/20 tablets — NMT + 5% /

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

2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanne: [IpoaykT cooTBeTcTByeT Tpebosanmam HI[ | 3axmouenye: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroByeHO: [IposepeHo: Ono6peno: Menemxep /
Ankit Himesh Kumar PykoBoauTennb

/ f\. . C;}l/\;__‘ anoj Kumar ( j’_‘;}t/u*t/

Print Date: Print Date: Print Date:
JMarta: 29.11.2021 Hata: 29.11.2021 Hara: 29.11.2021
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CEPTH®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauu®, TabeTKH, NOKPLIThIE ILIEHOYHOH 060J104K0i1, 400Mr + 325mr

Batch No / Cepus Ne : V2101884

Batch Quantity / O6bem napTuu :
776.000 K¢

040001472520

Analytical Report No / AHamuTnyeckuii oT4er No :

Date of Analysis / lata anaansa: 29.11.2021

Date of Manufacture / Jlara npouseojctsa : Nov-2021

Date of Expiry / Cpox rognocty : Oct-2026

Analysis performed according ND / Anamu3s nposenen no H/I: T 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, n3m. Ne 2 01 23.09.2019)

4 |Disintegration /
PacnapaemocTb

10 minutes 11 seconds

—

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

98% - 99%

101% - 104%

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

He menee 70 % (Q) CiaH1s02
(mbynpocheH) yepes 30 MUH

NLT 70% Q) CsHoNO:2
(Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CsHsNO:2
(napauetamosn) yepes 30 MUH

6 |Related substances /
PopctBeHHblE NpuMec

BDL

0.0003%

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

7 |Water/ Boga

1.3 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [IpoaykT cooTsercTByeT TpeGoBanusam HI[ | 3axmoueHue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBneHo: [IposepeHo: Ono6peno: Menemxep /
Ankit Himesh Kumar PykoBoautenb

5 _,—x"—;ﬂ: Manoj Kumar Pl ] t
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CERTIFICATE OF ANALYSIS G S

CEPTH®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxanH®, TabneTKu, NOKPLITHIE nJenouHoi 06oa0uKoit, 400mr + 325mr

Batch No / Cepust Ne : V2101884 Batch Quantity / O0bem mapTun :
776.000 Kg
Analytical Report No / AnasuTudecknii oryer Ne: Date of Analysis / [laTa anannsa: 29.11.2021
040001472520
Date of Manufacture / Jlata npoussoacrsa : Nov-2021 | Date of Expiry / Cpoxk roanoctn : Oct-2026

Analysis performed according ND / AHannu3 nposeJieH 1o HJI: T1N011252/01-110717 (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
yucroTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
microbial count / MeHee 10 KOE/r He 6onee 1000 KOE/r
O6Lwee vncno
a3pOoOHbIX
MUWKPOOPraHN3mMoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould Menee 5 KOEIr He 6onee 100 KOE/r
count/ ObLiee uncno
OPOXOKEBbBIX U
nnecHeBbIX rpyboB

Absent / OTtcyTcTBYET Shall be absent in 1g / OTcyTcTBYE B
c) E. coli 1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeuanne: [Tpoxykt coorsetcTByeT Tpebopanusm HJI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBiieHO: [TposepeHo: Onobpeno: Menemxep /
Ankit Himesh Kumar PyxoBouTeNns
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Formulation Unit-6
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NGyknnu®, TabaeTKH, NOKPLIThIE NIEHOYHOM 060J10uK0ii, 400mr + 325Mr

Batch No / Cepust Ne : V2101384

Batch Quantity / O0bem napTh :

776.000 Kg

040001472520

Analytical Report No / AHanmuTH4ecknii order Ne :

Date of Analysis / Jlara ananusa: 29.11.2021

Date of Manufacture / Jlata npouzgojcrsa : Nov-2021

Date of Expiry / Cpok roanocts : Oct-2026

Analysis performed according ND / AHanu3 nposeieH no H: TIN011252/01-110717 (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 /
[ OgHoOpPOOHOCTL 2.5 MokasaTtens npuemnemoctu (AV)
[03KUpoBaHns JorkeH 6biTb He 6onee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.9 MokasaTernb npuemnemocty (AV)
napaueTamon JomkeH 6biTe He Bonee 15,0.
10 |Assay/ 390.3 mg 360 to 440 mg of Ci3H102
KonuuecteeHHOE (Ibuprofen) per tablet /
onpegenexve Ot 360,0 mr go 440,0 mr Ci3aH+gO2
(wbynpodcpeH) B Tabnetke
327.91 mg 292.5 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO:
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Ipoaykt cooTercTByeT TpeGosannam HJI 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotorneHo: ITposepeHno: Opobpeno: Menemxep /
Ankit Himesh Kumar PykoBoaurensb
2 \ Manoj Kumar "’7; /L
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CEPTHOHKAT AHAJII3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoyxkanH®, TabaeTKU, NOKPBITHIE nJIeHo4YHoH 060/1049K0M, 400Mr + 325Mr

Batch No / Cepust Ne : V2101884 Batch Quantity / O6bem napTHH :
776.000 Kg
Analytical Report No / AnannTu4eckuii ordger Ne: Date of Analysis / [lata ananusa: 29.11.2021
040001472520
Date of Manufacture / JIata nponssoactsa : Nov-2021  [Date of Expiry / Cpok roaHocTH : Oct-2026

Analysis performed according ND / Ananu3s nposenen no HJ: [T NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 01 23.09.2019)

11 | Package / Ynakoska |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. /o 10 TabneTok
a carton. / Mo 10 Tabnetok |8 MNBX/AIl 6nuctep. Mo 1, 2 unm 20

B MBX/Al 6nuctep. Mo 1 ONNCTEpPOoB B NaYKy KapTOHHYLO
onucTepy B nadky BMECTE C UHCTPYKLMen no
KapTOHHYIO BMeCTe C NPUMEHEHNIO.

WHCTPYKUMEN no

NPYMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTBMM ¢ HA
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHne Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
rogHoOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: JTpoayKT cootBeTcTByeT TpeGosanuam HJT | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeHo: Ono6peno: Menemxep /
Ankit Himesh Kumar PykoBoauTens
\ o Manoj Kumar h wL(
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