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

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxaun®, TabneTkH, NOKPBITHIE INIEHOYHOM 060104K0i1, 400Mr + 325Mr

Batch No / Cepust Ne : V2200146

Batch Quantity / O6nem mapTuu :
727.500 Kg

Analytical Report No / AHaanTu4eckmii oTueT No :
890001570279, 890001570365

Date of Analysis / JlaTa ananusa: 30.01.2022

Date of Manufacture / Jlata nponssogersa : Dec-2021

Date of Expiry / Cpok roanoct : Nov-2026

Analysis performed according ND / Ananu3s nposenen no HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, m3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancynosuaHowm
thopmb, NOKPbIThIE
NneHo4YHol obonoykon

OpaHXeBoro LBeTa, C PUCKOM
Ha OAHOA cCTOpOHE, Ha
nornepeyYyHom paspese — sgpo
B6enoro UBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBugHo
dopMbl,  MOKPbITHIE  MMEHOYHOWM
oBonoykon opaHXeBoro LBeTa, c
pUCKOW Ha OAHOM CTOPOHE, Ha
nonepeyHom paspese —  S4po
Benoro unu noytn Genoro ugeTa

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT cooTBercTByeT TpeGoBanmsam HJT

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
[ToaroroBneHo:
Pardeep Kumar

.l -

Checked by /
[TpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBoautenn
Manoj Kumar

/h;zwuﬁ

Print Date:
JHara: 30.01.2022

Print Date:
Hara: 30.01.2022

Print Date:
Hara: 30.01.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxknna®, Tab1eTKH, NOKPBITHIE IVIEHOYHOH 0601049K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200146

Batch Quantity / O6bem napTuu :
727.500 Kg

Analytical Report No / AnasuTnueckuii oryer Ne :
890001570279, 890001570365

Date of Analysis / [laTta anamu3a: 30.01.2022

Date of Manufacture / lata npoussoacrsa : Dec-2021

Date of Expiry / Cpok roanoctu : Nov-2026

Analysis performed according ND / Ananu3 nposexen no HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3mM. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

2

Identification /
lMoanuHHOCTL

a) Complies as prescribed/
B cooTBeTcTBUM C
onucaHuem

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 xpoMarorpamvme
UCNLITYEMOrO  pacTBopa  OOJMKHbI
COOTBETCTBOBATL BpeMeHam
yaepXnBaHNs MUKOB Ha
XpomaTorpamme pacTBopa
CTaHOapTHbIX obpasuos
nbynpopeHa un  napauertamona
(pasgen «KonnyecteeHHoe
onpeaeneHne»)

Average weight and
mass uniformity /
CpenHsis macca 1
OQHOPOAHOCTL MO
macce

966.6 mg

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

Or 9409 ™M po 9991 wr
(970,0 mr £ 3,0 %)

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/
ITpumeuanne: Ilpoaykrt coorBercTByeT TpeboBanuam HJL

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Hara: 30.01.2022

Hara: 30.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosnexo: IIposepeHo: Onobpeno: Menemkep /
Pardeep Kumar Himesh Kumar PykoBoautens
F C;'\I’,/;—_-:‘ Manoj Kumar ~ + (}
=T *— | (s €
Print Date: Print Date: Print Date:

Hara: 30.01.2022
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CEPTU®UKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUOoyk1uu®, Tab1eTkN, NOKPHIThHIE NIEHOYHOI 060J104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200146 Batch Quantity / O6bem naptun :
727.500 Kg
Analytical Report No / AnannTuyeckuii oruer No : Date of Analysis / lata anasmsa: 30.01.2022

890001570279, 890001570365

Date of Manufacture / lata npousBoactea : Dec-2021 | Date of Expiry / Cpok roguocts : Nov-2026

Analysis performed according ND / Ananm3 npoeemed mo HJI: IT N011252/01-110717 (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)

4 |Disintegration / 13 minutes 29 seconds  [Not more than 30 minutes /
Pacnapaemocts He 6onee 30 MuH

5 |Dissolution / 98% - 101% NLT 70% (Q) C13H1sO: (Ibuprofen)
PactBopeHue dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H150:
(néynpodheH) uepes 30 MyH

NLT 70% (Q) CsHoNO,
99% - 103% (Paracetamol) dissolved in 30
minutes /

He menee 70 % (Q) CgHgNO;
(napaueTtamon) 4Yepes 30 MuUH

6 |Related substances / BDL Total impurities of Ibuprofen NMT
PoAcTBeHHbIE NpuMmech 1.0% / Cymma npumecei
néynpodeHa — He Bonee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amnHodeHon (Npmech
napavertamona) — He 6onee 0,005%

7 |Water/Bopa 1.3% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: ITpoaykr cootBeTcTByeT Tpebosanuam HJl | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: [IpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens

- { =1 — Manoj Kumar C@i“i"ﬁé’
Print Date: Print Date: Print Date:
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CEPTHDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg W
Hoyxnmu®, TabsieTKH, NOKPLITHIE IUIEHOYHO# 060/1049K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200146 Batch Quantity / O6bem naptnu :
727.500 Kg

Analytical Report No / AnanuTuyecknii oryer Ne : Date of Analysis / JlaTa anaau3za: 30.01.2022
890001570279, 890001570365

Date of Manufacture / Jlata nponsoacria : Dec-2021  [Date of Expiry / Cpox romanocru : Nov-2026

Analysis performed according ND / Ananu3 nposemen 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)

8 [Microbial limits /
Mukpobuonorudeckas
yucToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
Obuwee uncno
a3pobHbIX
MUWKPOOPraHM3MoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould Menee 5 KOE/T He 6onee 100 KOE/r
count / Obuwee ynucro
DPONOKEBbLIX U
nnecHesbIX rpnbos

Absent / OtcyTtcTBYET Shall be absent in 1g / OTcyTcTBUE B
c) E. coli ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoaykr coorBercTByeT TpeGopanusm H] | 3axiouenue: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar Pykopogurens

i Manoj Kumar s _
Print Date: Print Date: Print Date:
Jara: 30.01.2022 Hata: 30.01.2022 Hara: 30.01.2022
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P.,, 173 205, IND{A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, TabaeTKH, NOKPHITHIE NIEHOYHOM 060/104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200146

Batch Quantity / O6bem naprumu :
727.500 Kg

890001570279, 890001570365

Analytical Report No / AvanaTuueckuii oryer Ne :

Date of Analysis / JaTa ananan3za: 30.01.2022

Date of Manufacture / lata npousBoactsa : Dec-2021

Date of Expiry / Cpoxk rognoctu : Nov-2026

Analysis performed according ND / Ananus nposegen mo 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, u3m. Ne 2 ot 23.09.2019) |
9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHOpOAHOCTL 1.9 Mokasatenb npuemnemoctu (AV)
003UpoBaHuA JormkeH ObITb He bonee 15,0.
Ibuprofen /
nbynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.9 NokasaTtenb npvemnemocTyn (AV)
napaueTtamon OormkeH ObITb He Bonee 15,0.
10 |Assay/ 401.4 mg 360 to 440 mg of Ci3H402
KonuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr CyzHs02
(vbynpodeH) B TabneTke
322.51 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
OT1 292,5 mr go 357,5 mr CsHgNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/

IIpumeuanmne: [IpoaykT cooTBeTcTBYeT TpeGoBaHMAM HJT

Opinion : APPROVED
3akaouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: IIpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurens
Manoj Kumar /',-y,;uu(i
Print Date: Print Date: Print Date:
Hara: 30.01.2022 Hara: 30.01.2022 Hata: 30.01.2022
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykauH®, Tab1eTKH, NOKPBITHIE IIEHO4HOIT 060104K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2200146 Batch Quantity / O6bem naprTuu :
727.500 Kg

Analytical Report No / AHanuTu4yecknii oTyer Ne : Date of Analysis / laTa ananusa: 30.01.2022

890001570279, 890001570365

Date of Manufacture / lata npoussoacrsa : Dec-2021 | Date of Expiry / Cpok roguocts : Nov-2026

Analysis performed according ND / Anajnz nposenen no HJI: IT1N011252/01-110717 (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 / Ynakoeka |10 tablets in PpVC/Al 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. / Mo 10 TabneTok
a carton. /o 10 tabnetok |8 MBX/Al 6nuctep. Mo 1, 2 unm 20
B [BX/Al 6nuctep. Mo 1 6nmcTepos B Nauky KapTOHHYIO
OnucTepy B nayky BMeCTe C MHCTPYKLMEN no
KapTOHHYO0 BMecCTe ¢ MPUMEHEHMIO.

WHCTpYKUMeEl no
NPUMEHEHMIO.

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

14 | Shelf life / Cpok 5 years /5 net

rogHoCTU

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT coorsercTBYeT TpeboBanuam HJJ

Prepared by /
[Hoaroroeneno:
Pardeep Kumar

Checked by /
IIpoBepeHo:
Himesh Kumar

o =

Approved by: Manager/Executive /
OnobpeHo: Menemxep /

PyxoBouTens
Manoj Kumar

n

(eed,

Print Date:

Hara: 30.01.2022

Print Date:
Hara: 30.01.2022

Print Date:
Hara: 30.01.2022
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