Dr.Reddy’s €3¢

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

CEPTUDPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykmMH®, TaGaeTKH, NOKPLIThIE NJeHOYHOi 060/104KoH, 400mr + 325mr

Batch No / Cepus Ne : V2202195

Batch Quantity / O6vem maptun : 776.0Kg

040001666145,890001623384

Analytical Report No / AHainTn4eckuii oTder No :

Date of Analysis / [laTa ananu3za: 28.10.2022

Date of Manufacture / lata npousBoactsa : OCT-2022

Date of Expiry / Cpok rogaocTn :SEP-2027

Analysis performed according ND / Aunanus nposeaes 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, uzm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description { Onncaxwue

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

on cross section- white core /
Tabnetku KancynosuaHou
hopmbil, MOKpbITEIE
NIeHOYHOM obonoukon
OpaHXeBOro LBEeTa, C PUCKOn
Ha OOHOMN CTOPOHE; Ha
nonepeYHom paspese — s4po
fenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ TabneTkn KancynoBUAHON
hopmbl,  MOKPbITEIE  MIIEHOYHON
000MoYKON OpaHXeBOro LBeTa, C
puckod Ha OfHOW CTOpOHe; Ha
nonepeyYyHoMm  paspese A0po
©ernoro nnu noYTn 6enoro LBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT coorsercTyeT Tpebopanusam HJJ | 3akmouenne: OSTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: [Tposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankaj Verma PykoBoautens :Amit Kumar
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Dr' Reddy S L4 Vill. Khol, Nalagarh Road, Badci,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Ho6yKkann®, TabaeTkH, NOKPLITHIE NUIEHOYHOI 060104K0i, 400Mmr + 325mr
Batch No / Cepusa Ne : V2202195 Batch Quantity / Oobem naptun : 776.0Kg

Analytical Report No / AnanuTudeckuii oryer Ne : Date of Analysis / [lata ananmusa: 28.10.2022
040001666145,890001623384
Date of Manufacture / Jlata npounssoacrsa : OCT-2022 |Date of Expiry / Cpok rognocru :SEP-2027
Analysis performed according ND / Ananu3 nposeaen no HJI: TTN011252/01-110717 (amend Ne 1 from
106.09.2018, 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/  |The retention time of the main peaks
MNoanuHHOCTL B cooTBeTCcTBUU C on the chromatogram of the test
onvcaHuem solution should correspond to the

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

BpemeHa yaepxvBaHuUs OCHOBHbIX

L =t ==

nMKoB Ha XpomaTorpamme
UCNBLITYEMOro  pacTeopa  [AOJSDKHbI
COOTBETCTBOBATb BpEMeHam
yAaepXvuBaHus nNKoB Ha
XpomaTorpammvie pacTBopa
CTaHpapTHbIX oGpasuoB
nbynpocdeHa 1 napaueTtamona
(paspen «KonuuecteeHHoe
L onpeaeneHner)
3 |Average weight and 964.0 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %)/
CpepnHasa macca 1 Or 9409 wmr po 9991 wr
0[HOPOOHOCTb NO (970,0 mr + 3,0 %)
macce
18/20 tablets — NMT + 5%/
Complies /cooTBeTCTBUN C 18/20 TabneTok — He Bonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [TponykT cooTBeTcTBYeT TpeGopanusm HJJ | 3akmouenne: OIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: ITposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankaj Verma Pykopoautens :Amit Kumar
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CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Ho6ykauH®, TabJaeTKH, NOKPLIThIE MJIeHOYHOii 060.104uK0i, 400mr + 325mr

—

Batch No / Cepus Ne : V2202195

Batch Quantity / O6bem naprun : 776.0Kg

040001666145,890001623384

Analytical Report No / AHaauTHueckuii oTyer No :

Date of Analysis / JlaTa anaau3za: 28.10.2022

Date of Manufacture / /lata npouzBoacrsa : OCT-2022

Date of Expiry / Cpok rognocrtu :SEP-2027

Analysis performed according ND / Ananus nposeaen mo HJI: [1N011252/01-110717 (amend Ne 1 from
106.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nsm. Na 2 ot 23.09.2019)

4 | Disintegration /
PacnagaemocTtb

09 minutes 47 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTteopeHune

95% - 101%

96% - 103%

NLT 70% (Q) C13H1502 (|buprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H1s02
(nbynpodpeH) yepes 30 MUH

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

He meHee 70 % (Q) CsHoNO:2
(napaueTtamon) yepes 30 MUH

6 |Related substances /
PopgcteeHHbIE NpumMmecH

0.06%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
ubynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocheHon (npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/ Bd,u,a

1.5%

Nol muoie than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT coorBeTcTByeT TpeGopanuam HJ[ | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: Iposepeno: Pardeep Kumar | Ogo6peno: Menemkep /
Ankaj Verma PykoBoautens :Amit Kumar
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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

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yKkanu®, TabaeTKY, NOKPbIThIE NeHOYHOI 00004K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2202195

Batch Quantity / O6nem napruu : 776.0Kg

Analytical Report No / Ananutnyeckuii oryer Ne :

040001666145,890001623384

Date of Analysis / laTta ananmsa: 28.10.2022

Date of Manufacture / Jata npoussojactsa : OCT-2022

Date of Expiry / Cpok rogHoctn :SEP-2027

Analysis performed according ND / Ananu3 nposegen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobunonorudeckas
ynctoTa

a) Total aerobic
microbial count /
O6bLee vncno
aspobHbIX
MUKPOOPraHu3mMoB

b) Total combined
yeasts and mould
count / Obwiee 4ncno
OPOXOKEBbLIX U
nnecHesbIX rpubos

c) E. coli

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

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

Absent / OTtcyTcTBYET

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

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

Shall be absent in 1g / OTcyTcTBUE B
ir

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

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: posepeno: Pardeep Kumar | Ono6peno: Menemxep /

Ankaj Verma PyxosoauTens :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
H6yknuH®, Tab1eTKH, NOKPBITHIE IIeHOUHOi 060104K0ii, 400mr + 325Mr

Batch No / Cepust Ne : V2202195

Batch Ql;antity / O6bem naptuu : 776.0Kg

Analytical Report No / AHasmtudeckuii or4er No :
040001666145,890001623384

Date of Analysis / JlaTa anann3za: 28.10.2022

Date of Manufacture / lata nponssoacrsa : OCT-2022

Date of Expiry / Cpok rognoctn :SEP-2027

Analysis performed according ND / Ananus nposegen mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

| ),
|units

9 |Uniformity of dosage

[/ OgHopoaHOCTb 1.7
4031poBaHus
Ibuprofen /

| nbynpodeH

Acceptance value (AV) should be
not more than 15.0 /
MokasaTenb npnemnemocTti (AV)
JormkeH ObITk He Bonee 15,0.

Acceptance value (AV) should be

| 1.3 not more than 15.0 /

' Paracetamol / MokasaTenb npuemnemocTtn (AV)
‘napaueTamon LomnXkeH 6bITb He Bonee 15,0.

10 ’:Assay/ 390.3 mg 360 to 440 mg of CiHgO2
KonnuecteseHHoe (Ibuprofen) per tablet /
‘onpeneneHme Ot 360,0 mr go 440,0 mr Ci3H1502
| (ubynpodreH) B TabneTke

321.72 mg

2925 to 357.50 mg of CsgHgNO-
(Paracetamol) per tablet /

OT1 292,5 mr go 357,5 mr CgHgNO:
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cootsetcTByeT Tpebosanusam HJ[ | 3axaouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBnieno: ITposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankaj Verma PykoBoauTens :Amit Kumar
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTU®PUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabjaeTKu, NOKPBIThIE MJIeHOYHOH 060104K0ii, 400mr + 325mr

Batch No / Cepus Ne : V2202195

Batch Quantity / O0bem naptun : 776.0Kg

Analytical Report No / AHaanTudeckuii order Nt :

040001666145,890001623384

Date of Analysis / JlaTa ananusa: 28.10.2022

Date of Manufacture / lata npoussoacrea : OCT-2022

Date of Expiry / Cpok roguoctn :SEP-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nam. Ne 2 o1 23.09.2019)

11 | Package / Ynakoeka |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. /Mo 10 Tabnetok  |B MBX/Al 6nuctep. Mo 1, 2 nnn 20
B MBX/Al 6nuctep. Mo 1 OnNMCcTepOoB B NaYKy KAPTOHHYHO
BnucTepy B navky BMECTE C UHCTPYKLIMER no
KapTOHHYO BMecCTe C MPUMEHEHMIO.

WHCTpYKUMER No
NPUMEHEHWUIO.

12 | Labeling / Mapkupogka | According to ND / B cootBetctBumu ¢ HJl
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpn Temnepatype He Boiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHocTn

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr coorBercTByeT TpeboBanusaM HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 28.10.2022

Jara: 28.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: INposepeno: Pardeep Kumar | Ono6peno: Menenxep /
Ankaj Verma PykoeoauTens :Amit Kumar
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