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

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknuu®, TabieTKH, NOKPbITHIE NIeHOYHOH 000/104K0H, 400MT + 325Mmr

|Batch No / Cepust Ne : V2201308

Batch Quantity / O6bem naptum : 776.0Kg

Analytical Report No / Ananutuyecknii oTuer Ne :
040001600819, 890001601369

Date of Analysis / Jlata ananmmsa: 15.07.2022

Date of Manufacture / JlaTa npousBoacra : Jun-2022

Date of Expiry / Cpok roanoctu :May-2027

Analysis performed according ND / Anasu3s nposegen no H/I: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTku KancynosugHon
dopmbl, MOKpbITbIE
NMNEeHO4HON obonoukown
OpaHXeBoro ugeTa, C pUcKomn
Ha OOHOW CTOPOHe; Ha

nonepe4HoM paspese — a4po
Benoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkn KkancynoBUOHOW
dopMbl,  NOKPbITBIE  NNIEHOYHON
060fOYKON OpaHXeBOro LUBeTa, C
pUCKOA Ha ofHOW CTOpPOHe; Ha
nonepeyHom paspese —  S4Apo
Oenoro nnu no4T 6enoro LBeTa

Remarks : The Product conforms to ND/
ITpumeyanne: [Iponykt coorsercTByeT TpeboBanuam HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IloaroroBneHo:

Ramakant @p w

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
PyxoBoautens :Amit Kumar

Print Date:
Jara: 15.07.2022

Print Date:

JHara;:15.07.2022
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CEPTUDOUKAT AHAJIU3A

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

HNoyknuu®, TabneTKH, NOKPHITHIE MJ1€HOYHOIH 000a04Kkoii, 400mr + 325mr

Batch No / Cepus Ne : V2201308 Batch Quantity / O6bem naprun : 776.0Kg

040001600819, 890001601369

Analytical Report No / Ananurnyeckuii oTuyet Ne ; Date of Analysis / lata ananusa: 15.07.2022

Date of Manufacture / lata npou3Boactea : Jun-2022 | Date of Expiry / Cpok rogsoctn :May-2027

Analysis performed according ND / Ananu3s 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, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MNoanuHHOCTb B cooTBeTCTBUM C
onvcaHvem

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 ygepXuBaHUs OCHOBHBIX
NUKoOB Ha XpomaTtorpamme
UCNLITYEMOro  pacTeopa  AOSKHbI
COOTBETCTBOBATL BpeEMeHaMm
yaep>KuBaHns NKoB Ha
Xpomatorpamme pacTeopa
CTaHA4apPTHbIX obpasuos
wbynpocbeHa M napaueramona
(pasgen «KonnyecreseHHoe
oripenenexHne»)

3 |Average weight and 972.6mg
mass uniformity /
CpepaHsasa macca n
OAHOPOAHOCTbL N0
macce

Complies /cooTBETCTBUN C

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

Or 9409 w™mr po 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 Tabnetok —He bonee + 5 %
2/20 tablets — NMT = 10% /
2/20 Tabnetok — He Gonee = 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt cooTBeTCcTBYET TpedoBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: IIposepeHo: Pardeep Kumar | Onobpeno: MeHemkep /
Ramakant ) : PykoBoautens : Amit Kumar
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CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabaeTky, NOKPbITHIE NJIEHOYHOH 000J0uK0il, 400Mr + 325Mr

Batch No / Cepus Ne : V2201308

Batch Quantity / Oobem naptun : 776.0Kg

Analytical Report No / AHanuTnueckuii oTuet No :

040001600819, 890001601369

Date of Analysis / JlaTta ananusa: 15.07.2022

Date of Manufacture / /lata npouzsoactea : Jun-2022

Date of Expiry / Cpok rognoctu :May-2027

Analysis performed according ND / Ananu3s nposegen 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, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

11 minutes 54 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHue

95% - 99%

95% - 101%

NLT 70% (Q) Ci3H1s02 (Ibuprofen)
dissolved in 30 minutes /
He menee 70 % (Q)
(nbynpodheH) yepes 30 muH

C13H1802

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

He menee 70 % (Q) CsHgNO:

(napauetamon) yepes 30 MuH

6 |Related substances/
PogcrBeHHbIe npumMmecH

0.04%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceii
nbynpoceHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodpeHon (Npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/Bopa

1.6%

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

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYyeT TpeboBaHuam HJ|

Opinion : APPROVED
3akarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITposepeno: Pardeep Kumar | Ongo6peHo: Menemxkep /
Ramakant W . PykoBoautens : Amit Kumar
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CEPTUDUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxkauH®, TabaeTKkH, NOKPBITHIE MJIEHOYHOMH 000104K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2201308

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / Ananutnyeckuii oryet Ne :
040001600819, 890001601369

Date of Analysis / laTa ananusa: 15.07.2022

Date of Manufacture / laTa npouspoacrtsa : Jun-2022

Date of Expiry / Cpok rogaoctn :May-2027

Analysis performed according ND / Ananu3 npoeeaen no HJ{: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 [Microbial limits /

yucToTa
a) Total aerobic
microbial count /
O6uee yncno
a3pobHbIX
MUKPOOPraHu3MoB

b) Total combined
yeasts and mould
count / Obuee yncno
LOPOMOKEBBIX U
nnecHeBbIX rpnboB

c) E. coli

MukpoBuonoruueckas

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

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

Absent / OTcyTtcTByeT

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1g/ OTtcyTcTBYE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [poaykT cootseTcTBYeT TpeGosaHusam HJT | 3akmouenne: ONTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Mposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ramakant ) 'J)F PykoBoautens :Amit Kumar
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CEPTUPUKAT AHAJIN3A

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, Tab1eTKH, MOKPHIThIE NJIEHOYHOI 000104K0i, 400Mr + 325Mr

Batch No / Cepust No: V2201308

Batch Quantity / O6bem maptuu : 776.0Kg

Analytical Report No / AHajauTuyeckuii ordet No :
040001600819, 890001601369

Date of Analysis / Jlata ananu3a: 15.07.2022

Date of Manufacture / laTa npouspoacrsa : Jun-2022

Date of Expiry / Cpok rognoctu :May-2027

Analysis performed according ND / Ananu3 nposeaen mo HI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
{ OgHopoaHoCTb 2.7 MokazaTtenb npuemnemocTtu (AV)
003upoBaHus pomxkeH ObITb He Bonee 15,0.
Ibuprofen /
nbynpodoeH Acceptance value (AV) should be
1.7 not more than 15.0 /

Paracetamol / MokasaTtenb npuemnemoct (AV)
napadertamon pormkeH ObITb He 6onee 15,0.

10 |Assay/ 388.6 mg 360 to 440 mg of Ci3Hs02
KonuuecteeHHoOE (Ibuprofen) per tablet /
onpepeneHne Ot 360,0 mr oo 440,0 mr CizH41:0:2

(nbynpodheH) B Tabnetke
324.99 mg

2925 to 357.50 mg of CgHgNO;
(Paracetamol) per tablet /

Ot 292,5 mr po 357,5 mr CsHgNO:>
(mapauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Ipoaykr cootBercTByeT Tpe6opauusam HJI | 3akmodenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToByieHo: [Iposepeno: Pardeep Kumar | Ono6peno: Menemkep /
Ramakant %&h’”d p PykosoauTens :Amit Kumar
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CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabneTKH, NOKPLITHIE IVIEHOYHOMH 060a04K0i, 400mr + 325Mr

Batch No / Cepus Ne : V2201308 Batch Quantity / Oobem naptum : 776.0Kg

Analytical Report No / AHannTudeckuii oTuet Ne : Date of Analysis / JTata anaimm3a: 15.07.2022

040001600819, 890001601369

Date of Manufacture / Jlata npoussoactsa : Jun-2022 | Date of Expiry / Cpox roanocru :May-2027

Analysis performed according ND / Auanu3 npoeeaer mo HJ{: [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, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska

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. / Mo 10 Tabnetok |B MBX/Al 6nuctep. Mo 1, 2 unn 20

B MNBX/Al 6rnvctep. Mo 1 OnncTepoB B Navky KAPTOHHYIO
6nuctepy B nauvky BMECTE C UHCTPYKLMEn no
KapTOHHYIO BMECTe C NPUMeEHEHNIO.

WHCTPYKUMEN NO

NPUMEHEHUIO.

12 | Labeling / Mapkuposka

According to ND / B cootBeTtcTBun ¢ HOQ

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHune MNpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

rOAHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumevanue: [IpoaykT cootBeTcTBYET Tpebosanusam HJ[ | 3akmouenune: OIOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToneHo: [Tpoeepeno: Pardeep Kumar | Ono6peHo: Menemxep /
Ramakant W p Pykosoautens : Amit Kumar
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