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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

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoyknuH®, TabNieTKH, MOKPbITHIE NIeHOYHOH 000104KO0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201276

Batch Quantity / O6bem nmaptum : 776.0Kg

Analytical Report No / AHaanTndeckuii oruer Ne :
040001598464, 890001600366

Date of Analysis / /laTa anann3a: 08.07.2022

Date of Manufacture / laTa npoussogctea : May-2022

Date of Expiry / Cpok rogaocru :Apr-2027

Analysis performed according ND / Auanus nposenen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nam. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanune

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

on cross section- white core /

Tabnetkn KancynosBnaHown
dopmbl, MOKpbITbIE
NAeHOYHOoN obonoykom

OpaHXEBOro LiBeTa, C PUCKON
Ha OOHOW CTOpoOHE; Ha
ronepe4YyHom paspese — 4p0
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored fablets;
on cross section- white to off-white
core [/ TabneTkun KancynoBuaHOW
¢hopmbl,  NOKPbITBIE  MIIEHOYHOW
0DOmMOYKON OpaHXeBoro useTa, C
pUCKOM Ha OAHOW CTOPOHE; Ha
nonepevyHom paspese —  84po
©enoro wunu noytn 6enoro ugeTa

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJIOBPEHO

Prepared by /
IToarorosneHo:
Pardeep Kumar

—

Print Date:
JHata: 08.07.2022

Checked by /
ITpoeepeno: Himesh Kumar
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Print Date:
Jarta:08.07.2022

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pykoroautens s Amit Kumar
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Print Date:

Jara: 08.07.2022
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTH®UKAT AHAJIM3A

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

Hoykann®, TabneTKH, MOKPbIThIE IJIEHOYHOH 060104KOH, 400Mmr + 325mr

Batch No / Cepusi Ne : V2201276 Batch Quantity / O6bem naptuu : 776.0Kg

040001598464, 890001600366

Analytical Report No / Ananuruyeckuii oTuer N : Date of Analysis / [lata ananu3za: 08.07.2022

Date of Manufacture / /lata npoussoacTsa : May-2022 |Date of Expiry / Cpok rogsocTH :Apr-2027

Analysis performed according ND / Ananu3 nposenen no 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, n3m. No 2 o1 23.09.2019)

2 Identification / a) Complies as prescribed/
MoannHHOCTb B cooTBeTCcTBUM C
onncaHuem

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 yaepxusaHus OCHOBHbIX
MNKOB: Ha Xpomarorpamme
UCMbITYEMOrO  pacteopa  AOIKHbI
COOTBETCTBOBATb BpemMeHam
YAEPKUBEHNSA n1KoB Ha
Xpomartorpamme pacTeopa
CcTaHgapTHbIX obpasuoB
ubynpodpera ¥ napauertamona
(paspen «KonunuecteeHHoe
onpegeneHue»)

3 |Average weight and 970.3 mg
mass uniformity /
CpenHsas macca v
04HOPOJHOCTb MO
Macce

Complies /cooTBETCTBUMN C

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

Ot 9409 w™mr go 9991 wmr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
Ipumeyanue: [TpoaykT cooTBeTcTBYeT TpeboBanusm HI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosnaeHo: [Tpoeepeno: Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar | | PyxoBomutens :Amit Kumar
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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 : 491 98166 56001-02

www.drreddys.com

CEPTHUOPHUKAT AHAJIN3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
- |M6ykanu®, TabaeTKH, MOKPLITHIE MIeHOYHOIT 06010uK0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201276

Batch Quantity / O6bem naptum : 776.0Kg

Analytical Report No / AHaauTHdecknii oTueT Ne :
040001598464, 890001600366

Date of Analysis / lata ananmmsa: 08.07.2022

Date of Manufacture / Jlata npousBoacTea : May-2022

Date of Expiry / Cpok roanocru :Apr-2027

Analysis performed according ND / Ananns nposeaex 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, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

10 minutes 58 seconds

Not more than 30 minutes /
He 6onee 30 muyH

S |Dissolution /
PacTteopeHune

95% - 98%

99% - 101%

NLT 70% (Q) CisH1O2 (Ibuprofen)
dissolved in 30 minutes /
He menee 70 % (Q)
(néynpodeH) yepes 30 MuH

C13H1502

NLT 70% Q) CsHaNO2
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO-
(napauetamon) Yepes 30 MU+

6 |Related substances /
PopacTeeHrHble npumecu

0.04%

0.0002 %

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

7 |Water/Boga

1.4%

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

Remarks : The Product conforms to ND/
IIpumeuanue: [poayxT cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3axsouenue: OJOBPEHO

Prepared by /
ITogrorosneHo:
Pardeep Kumar

< e

Checked by /
[TpoBepeno: Himesh Kumar
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Approved by: Manager/Executive /
Onob6peHno: Menemxep /
PykoBoautens : Amit Kumar

Print Date:
Hata: 08.07.2022

Print Date:
Jata:08.07.2022

Print Date:
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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

CEPTUPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, Tab1eTKH, MOKPBITHIE IJIeHOYHOMH 060./104K0i1, 400mr + 325Mr

Batch No / Cepust Ne : V2201276

Batch Quantity / O6bem maprun : 776.0Kg

Analytical Report No / AHanuTuuecknii oryer Ne :
040001598464, 890001600366

Date of Analysis / Jlata amamu3a: 08.07.2022

Date of Manufacture / Jlata npousBoacTpa : May-2022

Date of Expiry / Cpok rognoctu :Apr-2027

Analysis performed according ND / Ananus nposeaen nmo HI: ITN011252/01-110717 (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)

*8

Microbial limits /
Mukpobnonoruyeckasn
yncToTa

a) Total aerobic
microbial count /
O6bLee uncno
a3pobHbIX
MUKPOOPraHn3mMoB

b) Total combined
yeasts and mould
count / Obuiee yncno
OpO*OKEBbIX U
nriecHeBbIX rpnboB

c) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 5 CFU/g /
MeHee 5 KOE/r

Absent / OTcyTcTBYET

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBercTByeT TpeOoBanuaM HJI

Opinion : APPROVED
3axmouenue: OXOBPEHO

Prepared by /
IToarorosieHo:

Checked by /
[Tposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PykoBoautens : Amit Kumar
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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

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxkauH®, TabneTkH, IOKPLITHIE MJIeHOYHOI 0600uKoii, 400mr + 325Mr

Batch No / Cepust Ne : V2201276

Batch Quantity / O0bem maprun : 776.0Kg

040001598464, 890001600366

Analytical Report No / Avanutndeckuii otuet Ne :

Date of Analysis / laTta anammsa: 08.07.2022

Date of Manufacture / lata npou3sBojcTea : May-2022

Date of Expiry / Cpox rognoctu :Apr-2027

Analysis performed according ND / Ananu3 nposeaen mo HJ/I: [T N011252/01-110717 (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 /
/ OaHOpOAHOCTb 1.8 MokasaTtenb npuemriemocTtu (AV)
0031MpoBaHus pomkeH ObITb He Bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
1.4 not more than 15.0 /
Paracetamol / MokasaTtenb npuemriemocty (AV)
napaueramon JormkeH 6bITe He Gornee 15,0.
10 |Assay/ 389.9 mg 360 to 440 mg of Ci3H102
KonnyecTteeHHoOe (Ibuprofen} per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Cq3H1s02
(nbynpodheH) B Tabnetke
325.72 mg
292.5 to 357.50 mg of CgHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHgNO:
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr cootBercTryeT Tpeboanusam HJI | 3axmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosneHo: ITpoBepeno: Himesh Kumar | Oxo6peno: Menemxep /
Pardeep Kumar \_/S PykoBoanTens,: Amit Kumar
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CEPTUDPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyxkauH®, TabiIeTKH, NOKPBITHIE NJIEHOYHOI 06010uK0ii, 400Mr + 325mMr

Batch No / Cepusa Ne : V2201276 Batch Quantity / O6bem nmapTuu : 776.0Kg

Analytical Report No / Anagurnyeckuii oTyer Ne : Date of Analysis / JlaTa ananu3za: 08.07.2022
040001598464, 830001600366

Date of Manufacture / lata npoussoacrsa : May-2022 |Date of Expiry / Cpok rognocru :Apr-2027

Analysis performed according ND / Ananu3s nposeaer mo HJI: [TN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, 13m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |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. / Mo 10 TabneTok
a carton. /Mo 10 Tabnetok  |B MNBX/Al 6nuctep. Mo 1, 2 nnn 20

B MNBX/Al 6nuctep. Mo 1 6nnCTEPOB B NayKy KAPTOHHYHO
B6rucTepy B nadky BMECTE C UHCTPYKLMEN no
KapTOHHYIO0 BMecTe C MpYMEHEHMIO.

WHCTpYKUMEn no

NPUMEHEHUIO.

12 | Labeling / MapkupoBska | According to ND / B cooteeTcTBuM ¢ HO

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHve Mpun TemnepaTtype He Bblwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoayxt cooteTcTByeT Tpebosanusm HJI | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [Mpoepeno: Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar { /l_k’_‘ PykoBoauTens :Amit Kumar
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