Dr.Reddy’s Q:.

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

CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

U6yxaun®, TabaeTKH, NOKPBITHIE MIIeHO4HOH 060:104K0ii, 400mr + 325mr

Batch No / Cepus Ne : V220039

1 Batch Quantity / O6pem naptuu :

727.5000 Kg

040001535672 890001577704

Analytical Report No / AHanuTHYecKHiA 0T4eT Ne

Date of Analysis / laTa ananu3a: 10.03.2022

Date of Manufacture / lata npoussojcrsa : Feb-2022

Date of Expiry / Cpoxk rognoctn :Jan-2027

Analysis performed according ND / Ananu3s nposesen no HJ[: T NO1 1252/01-110717 (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)

S. Test
No

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTkn KancynosuaHoM
dopmbil, NoKpbIThbIe
MIeHo4YHOMN obono4kor

opaHXeBoro ugeTa, C pUCKOW
Ha OOHOM CTOpoHE; Ha
nonepe4yHoM paspese — a4po
Oenoro ugeTta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBUAHOW
cbopMbl,  NOKPbITBIE  MIEHOYHON
0BOMoOYKo OpaHxeBoro LpeTa, C
puUcCKO Ha OfHOW CTOpOHe; Ha
nonepeyHom paspese —  S4pO0
Genoro uru no4ty 6enoro LBeTa

Remarks : The Product confo
IIpumeyanue: IIpoayKT coOT

rms to ND/
sercrByer TpeboBanusaM HJI

Opinion : APPROVED
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [IpoBepeHo: Onobpeno: MeHemxep
Naresh Kumar Pardeep Kumar . PyxoBonutens
@e 2 (Dﬁ’:' Abhishek Chauhan |
Print Date: Print Date: Print Date:
Hata: 10.03.2022 Hara: 10.03.2022 Jara: 10.03.2022
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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 . drreddys.com

CEPTU®UKAT AHAJIN3A

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

H6ykann®, TabaeTkH, NOKPbITHIE IIEHO4HOl 060104Koi, 400mr + 325mvr

040001535672 890001577704

Batch No / Cepus Ne : V2200391 Batch Quantity / O6bem napTuH :
727.5000 Kg
Analytical Report No / AdaanTayecknii oryer Ne : Date of Analysis / [laTa ananu3a: 10.03.2022

Date of Manufacture / Jlata npon3sojcrsa : Feb-2022 | Date of Expiry / Cpok roanocrtu :Jan-2027

Analysis performed according ND / Auaius nposenen mo HJI: [1N011252/01-1 10717 (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/
MoannHHOCTL B cooTtBETCTBUM C
onnucaHuem

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 ypepxuBaHUS OCHOBHbIX
MUKOB Ha XpomaTorpamme
ncnblTyemoro  pacteopa  AOJDKHb
COOTBETCTBOBATb BpeMeHam
yoepXuBanus nNuKoB Ha
XpomaTtorpamme pacTteopa
CTaHpapTHbIX obpasuos
nbynpocbeHa ©u  napauetamona
(paspen «KonunuyecteeHHoe
onpeaenexme)

3 |Average weight and 970.3 mg
mass uniformity /
CpeaHsa macca un
0[HOPOAHOCTL MO
macce

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

Or 9409 wmr pgo 9991 wmr
(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 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoaykr coorBeTcTByeT Tpedopanuam H/I

Opinion : APPROVED
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHoO: [TposepeHo: Opo6peHo: Menemiep /
Naresh Kumar / Pardeep Kumar . PykoBoauTenb ' \
é, OL/' Abhishek Chauhan ( )
Print Date: Print Date: Print Date:
Jara: 10.03.2022 Jata: 10.03.2022 JHara: 10.03.2022
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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
N6ykaun®, Tab1eTKH, NOKPLIThIE IJIEHOYHOI 000/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200391

Batch Quantity / O6bemM napTuu :
727.5000 Kg

040001535672 890001577704

Analytical Report No / AHanuTH4eckuii oTger No :

Date of Analysis / Jlata aHanm3a: 10.03.2022

Date of Manufacture / laTa nponsBoacrsa : Feb-2022

Date of Expiry / Cpok rogaoctu :Jan-2027

Analysis performed according ND / Ananus nposenen mo H/I: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 or 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
Pacnapaemoctb

08 minutes 43 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHne

95% - 102%

97% - 103%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H1O2
(nbynpodbeH) yepes 30 MUH

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

He meHee 70 % (Q) CBH9N02

(napaueTtamon) yepes 30 MUH

6 |Related substances /
PoacTtBeHHbie npumecH

BDL

0.0002%

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

7 |Water/ Boga

1.3 %

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

Remarks : The Product conforms to ND/
Ilpumevanne: ITpoaykT cooTBercTBYeT Tpebosanuam HJI

Opinion : APPROVED
3axmnouenue: OJJOBPEHO

Prepared by /
[MTonrorosneHo:
Naresh Kumar 9

-
-

Checked by /
IIpoepeHo:
Pardeep Kumar /f

===~

Approved by: Manager/Executive /
Ono6peHo: Menemxep
PyxoBogurens {\‘ _,\
Abhishek Chauhan [ &

—~
o

Print Date:
Hara: 10.03.2022

Print Date:
Jara: 10.03.2022

Print Date:
Hara: 10.03.2022
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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

CEPTUOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkaun®, TabaeTKH, NOKPLIThIE IUIEHOYHO# 000.104K0#, 400Mr + 325mr

Batch No / Cepust Ne : V2200391

Batch Quantity / O6bem napTuu :
727.5000 Kg

Analytical Report No / AnanaTnyeckunii oryer Ne :

040001535672 890001577704

Date of Analysis / laTta ananu3a: 10.03.2022

Date of Manufacture / Jata mpousBojcrea : Feb-2022

Date of Expiry / Cpok rogaocTu :Jan-2027

Analysis performed according ND / Ananus nposeaen 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, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mwukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
Obwee yucrio
a3poBHbIX
MUWKPOOPraHu3moB

b) Total combined
yeasts and mould
count / Obuee uncno
OPOXOKEBBIX U
nnecHeBbIX 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

1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: ITpoaykT cootBeTcTBYeT Tpebosannsm HJI | 3axmoyenue: O/IOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorossieHoO: [TpoBepeHo: Onobpeno: Menemiep /
Naresh Kumar @/ Pardeep Kumar r: PykoBoauTens L \

= Abhishek Chauhan
Print Date: Print Date: Print Date:
Hata: 10.03.2022 Jara: 10.03.2022 Jara: 10.03.2022
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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

CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabieTkd, NOKPBITHIE MIEHOYHOI 060049K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2200391

Batch Quantity / O6nemM mapruu :
727.5000Kg

040001535672 890001577704

Analytical Report No / AHanuTH4yecKHif oTueT Ne :

Date of Analysis / laTa anannza: 10.03.2022

Date of Manufacture / lara npousBojacrsa : Feb-2022

Date of Expiry / Cpok rogaoctu :Jan-2027

Analysis performed according ND / Anasu3 nposeaen no HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3sm. Ne 1 ot 06.09.2018, n3m. Ne 2 or 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoJHOCTL 1.0 MokasaTtenb npuemnemocT (AV)
[031poBaHns JormkeH b6bITb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.0 MokazaTenb npuemnemoctu (AV)
napaueTtamon AormkeH 6biTe He Bonee 15,0.
10 |Assay/ 397.4mg 360 to 440 mg of CizHgO2
KornvyecteseHHoE (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Ci3Hs02
(nbynpodreH) B Tabnetke
321.77 mg 2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO:
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanne: [Ipoaykr cooTBeTcTByeT Tpebopanuam H]J | 3axmouenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBiieHO: [IpoBepeHo: Onodpeno: Menepkep A
Naresh Kumar Pardeep Kumar ¢ Pykosoaurtens
/ .
@/ C)[’” Abhishek Chauhan |
Print Date: Print Date: Print Date:
Jata: 10.03.2022 Jara: 10.03.2022 Jara: 10.03.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, Tab1eTKH, HOKPBIThIE MIeHO4YHOi 060104K0MH, 400Mr + 325mr

Batch No / Cepus Ne : V2200391

Batch Quantity / O6bem napTus :
727.5000 Kg

Analytical Report No / Anaaurnyecknii oryer Ne :
040001535672 890001577704

Date of Analysis / JlaTa anaau3za: 10.03.2022

Date of Manufacture / Jlata npousBoacrsa : Feb-2022

Date of Expiry / Cpok rogsoctu :Jan-2027

Analysis performed according ND / Ananus nposeaen 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)

11 | Package / YnakoBka |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 TabneTtok  |B MBX/Al 6nuctep. Mo 1, 2 unn 20
B MBX/Al 6nucTep. Mo 1 GnMCTEpOB B NaYKy KApTOHHYHO
6nucTepy B navky BMECTE C UHCTpYKUMEn no
KapTOHHYIO BMecCTe C NPUMEHEHNIO.

MHCTPYKLMEN no
NPYMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTBun ¢ HJ]
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHoCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [Ipoaykt cootseTcTByeT Tpeboanusam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [IpoBepeHo: Ono6peHo: Meneukep /
Naresh Kumar @/ Pardeep Kumar t Pyxosoaurens I

= Abhishek Chauhan [\
Print Date: Print Date: Print Date:
Hara: 10.03.2022 Hara: 10.03.2022 Hara: 10.03.2022
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