Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.,
Formulation Unit-6

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

CEPTUO®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
AHUOYKIANH®, Ta6AeTKH, HOKPBITbIE NIJIEHOYHOI 000/104K0H, 400Mmr + 325mr

Batch No / Cepus Ne : V2101546

Batch Quantity / O6beM napTuu :
776.000 Kg

Analytical Report No / AHaanTnyeckuii oryer Ne :
890001548902, 890001548490

Date of Analysis / lata ananu3a: 06.10.2021

[Date of Manufacture / [lata npoussoactsa : Sep-2021

Date of Expiry / Cpok rogaocru : Aug-2026

Analysis performed according ND / Anaau3 nposeses mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

S. Test

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynoBugHown
chopmbl, noKpbITbie
NyeHo4HON obornoukon

OpaHXeBOro LBeTa, C PUCKON
Ha OOHOM CTOPOHe; Ha
nonepeYyHom paspese — A4po
Benoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkm kancynoBngHow
opMbl,  MOKPbITbIE  NSIEHOYHOM
000MouKo opaHXesoro LBeTa, C
pUCKOM Ha OJHON CTOpOoHE; Ha
nonepevyHom paspese — A4pO
6enoro unu noyTn Genoro uUseTa

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBercTByeT TpeboBanusaM HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToaroTroBieHO:
Pardeep Kumar

<

Checked by /
ITpogepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PyxoBoaurens

Amit Kumar

Print Date:
Jara: 06.10.2021

Print Date:
Hara: 06.10.2021

Ao
Print Date:

Hara: 06.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPHKAT AHAJIU3A

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

Hoykann®, TabjaeTkH, MOKPLITHIE IUIEHOYHOI 0001049K0i, 400Mr + 325Mr

890001548902, 890001548490

Batch No / Cepust Ne : V2101546 Batch Quantity / O6bem naptTuu :
776.000 Kg
Analytical Report No / Avaaurudeckuii oryer No : Date of Analysis / /laTa anasnm3sa: 06.10.2021

Date of Manufacture / /lata nponssoacrea : Sep-2021  |Date of Expiry / Cpok rogHocrs : Aug-2026

Analysis performed according ND / Ananus nposeaen no HJI: TT1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, uzm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
[NoanwHHoCTL B cootBeTcTBUU C
onucannem

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 ygepxmBaHuUsi OCHOBHbIX
NnKoB Ha xpomarorpamme
UCNbITYEMOro  pacTeopa  LOMKHbI
COOTBETCTBOBATb BpemMeHam
yAepXKnBaHus n1KOB Ha
XpomaTorpamme pacTteopa
CTaHAapTHbIX obpasuos
nbynpodeHa v  napaveramona
(paspen «KonuyectBeHHoe
onpegeneHne»)

3 |Average weight and 971.0 mg
mass uniformity /
CpepHss macca u
OfHOPOOHOCTL MO
Macce

940,9 mg to 9991 mg
(970,0 mg + 3,0 %) /

Or 9409 wmr pgo 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Bonee + 5 %
2/20 tablets — NMT £+ 10% /

2/20 TabneTtok — He 6onee = 10 %

Remarks : The Product conforms to ND/
ITpameyanne: Ilpoaykt cootBercTByeT Tpeboranuam HJI

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
C_J///;; Amit Kumar W
QL : : [T=
Print Date: Print Date: Print Date:
Hara: 06.10.2021 Hata: 06.10.2021 Harta: 06.10.2021
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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

CEPTUPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U0y kaun®, Tab1eTKH, NOKPBITHIE MJIEHOYHOH 060.104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2101546

Batch Quantity / O6bem naptiu :
776.000 Kg

Analytical Report No / Ananurnueckuii oruer No :
890001548902, 890001548490

Date of Analysis / laTa aHanu3a: 06.10.2021

Date of Manufacture / Jlata npousBoacrsa : Sep-2021

Date of Expiry / Cpoxk roanoctn : Aug-2026

Analysis performed according ND / Ananus npoeeaen mo HJI: I1N011252/01-110717 (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)

4 |Disintegration /
PacnagaemocTb

11 minutes 16 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTtBopeHue

98% - 103%

98% - 101%

NLT 70% (Q) C+3H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q)
(nBynpodpeH) yepes 30 MuH
NLT 70% Q) CsHgNO>
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHgNO;
(napauetamon) yepes 30 MUH

C13H1502

6 |Related substances /
PoacteeHHble npumecu

0.04%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecein
néynpodeHa — He bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodheHonN (npumech
napauetamona) — He 6onee 0,005%

7 |Water/Boga

1.6 %

Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/
ITpumeyanue: [IpogyKT cooTBeTCTBYET TpeGoBaHUaM HJJ

Opinion : APPROVED
3akaouenne: OJJOBPEHO

Hata: 06.10.2021

Tlata: 06.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[HoarorosneHo: IIposepeno: OpnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautenn
£ Amit Kumar ,
Print Date: Print Date: Print Date:

Hara: 06.10.2021
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Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHU®UKAT AHAJIU3A

@ Dr. Reddy's Laboratories Ltd.
®
@

Dr.Reddy’s ‘

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
© |M6ykauH®, TaGiieTKH, NOKPBITHIE MJICHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepuss Ne : V2101546 Batch Quantity / O6bem naptum :
776.000 Kg
Analytical Report No / Ananurudeckuit oruer Ne : Date of Analysis / laTa ananusa: 06.10.2021

890001548902, 890001548490
Date of Manufacture / Jlata npou3ssogcrsa : Sep-2021  |Date of Expiry / CpoK roanocTH : Aug-2026 |
Analysis performed according ND / Ananu3s npoBegen mo HJI: I1 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)

8 |Microbial limits /
Mukpobuonoruyeckas
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
Obujee uncno
a3pobHbIX
MUKpPOOpPraHn3smoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould Menee 5 KOE/r He 6onee 100 KOE/r
count / OBbwee uncno
OPOXOKEBbLIX U
nnecHesbIX rpnbos
Absent in 1g / OtcyTcteyeT B |Shall be absent in 1g / OTcyTcTBUE B

c) E. coli 1r 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT coorBeTcTBYeT Tpebopanuam HJ] | 3axmouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: IIposepeHo: Omobpeno: Menemxkep /
Pardeep Kumar Himesh Kumar PykoBoauTens

| C:»-L-"/:J Amit Kumar ;,\ﬁ 3

Print Date: Print Date: Print Date:
Hara: 06.10.2021 Hata: 06.10.2021 Hata: 06.10.2021
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxiun®, TabaeTKU, NOKPHITHIE NIEHOYHOM 060104K0ii, 400Mr + 325MF

Batch No / Cepust Ne : V2101546

Batch Quantity / O6bemM mapTui :
776.000 Kg '

890001548902, 890001548490

Analytical Report No / AHanuTH4YecKHii oTyeT No ;

Date of Analysis / [lata ananuza: 06.10.2021

Date of Manufacture / /lata npon3Boactsa : Sep-2021

Date of Expiry / Cpok rogHoctu : Aug-2026

Analysis performed according ND / Anann3 npoeeaen no H: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoaHOCTb 1.5 NokasaTtenb npuemnemoctu (AV)
J031poBaHns OomkeH ObITb He Bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.5 MokasaTtensb npuemnemoctu (AV)
napauetamon JomxeH ObITb He Gonee 15,0.
10 |Assay/ 396.4 mg 360 to 440 mg of Ci3Hs02
KonvuyecteeHHoe (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 mr no 440,0 mr Cq3H1502
(nbynpodpeH) B TabneTke
325.82 mg 2925 to 357.50 mg of CgHsNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO»
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/

Ilpumeuanmne: [Ipoaykr cootBeTcTBYET TpeGoBaHusM HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

B, ==,

Prepared by / Checked by /
IoxarorosneHo: IIposepeHo:
Pardeep Kumar Himesh Kumar

Approved by: Manager/Executive /
Opno6peno: Menemxkep /
PyxoBoautens

Amit Kumar 2 y .

Print Date: Print Date:

Hara: 06.10.2021 Hara: 06.10.2021

Print Date:
Jara: 06.10.2021
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CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyxkanH®, TabieTKH, NOKPLITHIE IIEHOYHOH 060/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101546

Batch Quantity / O6bem naptum :
776.000 Kg

Analytical Report No / AHanuTHueckuii order Ne :
890001548902, 890001548490

Date of Analysis / JlaTta ananu3a: 06.10.2021

Date of Manufacture / lata npousBoacrsa : Sep-2021

Date of Expiry / Cpok rognoctn : Aug-2026

Analysis performed according ND / Ananus 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)

11 | Package / YnakoBka |10 tablets in PVC/AI 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 TabneTok
carton. / o 10 Tabnetok B |B MBX/Al 6Gnuctep. Mo 1, 2 unu 20
MBX/Al 6nucTep. Mo 1 6nuncTepoB B NayKy KapTOHHYIO
Brivctepy B nauky BMeCTe C UHCTPYKUMEN Mo
KapTOHHYIO BMECTe ¢ NMPUMEHEHMIO.

UHCTPYKUKWER no
NMPUMEHEHNIO.

12 | Labeling / Mapkuposka | According to ND / B cootBeTcTBumn ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue MNpun TemnepaTtype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5vyears/5 net

rogHocTun

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT cootBeTcTBYET TpeOboBanuaM H]I

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hata: 06.10.2021

Hata: 06.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepeno: Onobpeno: Menemxkep /
Pardeep Kumar Himesh Kumar PyxoBonutens
5 Amit Kumar A=
Print Date: Print Date: Print Date:

Hara: 06.10.2021
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