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

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabeTKn, NOKPLIThIE MJIeHOYHOi 000/104K0il, 400mr + 325Mr

Batch No / Cepuga Ne : V2202037

Batch Quantity / Oobem naptun @ 776.0Kg

040001654930,890001620079

Analytical Report No / Ananutuyeckuii oryer Noe :

Date of Analysis / JlaTa anannza: 11.10.2022

Date of Manufacture / Jlata npousBoacTsa : SEP-2022

Date of Expiry / Cpok rogHoctu :AUG-2027

Analysis performed according ND / Auanu3s nposenen mo HJI: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/_1431\4. No 1 01 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onucanune

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

tablets;

on cross section- white core /
Tabnetku KancynoBuaHo
dopmbl, NoKpbIThIE
NAeHOYHOo N oOonoukon
OpPaHXeBOro LiBeTa, C pPUCKOK
Ha OOHOW CTOpPOHE;, Ha

nonepeyYyHoM paspese — A4po
fenoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkm kancynosnaHom
opMbl,  NOKPbITbIE  MNEHOYHON
000MOYKON OpaHXeBOro LBeTa, C
PUCKOW Ha OAHOW CTOpOHEe; Ha
nonepeyHoMm  paspese anpo
Oenoro unu noytn Benoro useTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr cootpercTByeT TpeboBanusam HJ[ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [posepeHo: Pardeep Kumar | Ogo6peHo: Menemxep /
Ramakant PykoBoautens :Amit Kumar
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Print Date: Print Date: Print Date:
Hata: 11.10.2022 Hata: 11.10.2022 Hata. 11.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUHDHUKAT AHAJIM3A www.drreddys.com

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

NoykauH®, TabaeTKH, NOKPLITHIE MJIEHOYHOIH 0001049K0H, 400mr + 325Mr

Batch No / Cepus Ne : V2202037 Batch Quantity / Oobem naprun : 776.0Kg

040001654930,890001620079

Analytical Report No / AHaauTuuyeckuii ordet Ne : Date of Analysis / Jlata ananusa: 11.10.2022

Date of Manufacture / Jlata npoussoacrna : SEP-2022  |Date of Expiry / Cpok roanoctu :AUG-2027

Analysis performed according ND / Ananu3 nposenen mo HJ{: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
[MoonnHHocTb B cooTtBETCTBUU C
onncaHnem

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 yaepxmBaHus OCHOBHbIX
NMNKOB Ha XpomartorpammMe
UCMNbITYEMOro  pacTsopa  [OSMKHbI
COOTBETCTBOBATL BpeMeHam
yAEPKUBAHNSA nuKoB Ha
Xpomarorpamme pacTteopa
cTaHAapTHbIX obpasuos
nbynpocdeHa U1 napauyeramona
(pasgen «KonuuecteeHHoe
onpegeneHne»)

3 |Average weight and 973.4 mg
mass uniformity /
CpegHsas macca 1
0AHOPOAHOCTb MO
macce

Complies /cooTBeTCTBUM C

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

Ot 9409 wmr po 999,11  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/
Ipumeuanne: [Ipoaykr coorBercTByeT Tpeboanusam HJI

Opinion : APPROVED
3axmouenue: ONOBPEHO

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

/5&*\"
—

Prepared by / Checked by /
[ToarorosneHo: IIpoBepeno: Pardeep Kumar
Ramakant o

Wl =L~
Print Date: Print Date:
Jara: 11.10.2022 Jara: 11.10.2022

Print Date:
Harta. 11.10.2022

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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Dr.Reddy’s Q3¢

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

CEPTUDOHUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoykIuH®, Tab1eTKU, HOKPBIThIE MJ1eHO4HOol 06010uK0it, 400Mr + 325mr

Batch No / Cepust Ne : V2202037

Batch Quantity / O6bem naptun : 776.0Kg

040001654930,890001620079

Analytical Report No / Anajiuruveckuii oTuer No :

Date of Analysis / Jlata anannsa: 11.10.2022

Date of Manufacture / laTa npousBoacrsa : SEP-2022

Date of Expiry / Cpok rognoctu :AUG-2027

Analysis performed according ND / Ananus nposeaen mo HJI: [1 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)

4 iDisintegration /
PacnapaemocTb

09 minutes 06 seconds

Not more than 30 minutes /
He bonee 30 muH

S |Dissolution /
PacTteopeHue

97% - 101%

95% - 101%

NLT 70% (Q) Ci3H1sO2 (lbuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) CizH102
(nOynpodpeH) uepes 30 MUH

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

He wmenee 70 % (Q) CsHsNO:

(napaueTtamon) Yyepes 30 MuH

6 |Related substances/
PoactBeHHbIe nprmech

0.04%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocpeHon (npumecs
napadeTtamona) — He 6onee 0,005%

7 |Water /{ Bona

1 4%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cootBercTByeT Tpebopanusam HJ| | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IMposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ramakant W F PykoBoauTens :Amit Kumar
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q... Dr. Reddy's Laboratories Ltd.
} o X .
Formulation Unit-6
Dr’ Reddy S [ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHD®UKAT AHAJIN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaun®, Tab1eTKu, NOKPbIThIE NIeHOYHOIl 06010uK0ii, 400mr + 325mMr
Batch No / Cepnsa Ne : V2202037 Batch Quantity / Oobem naptun : 776.0Kg

Analytical Report No / AHanuTU4Yecknii oTyer No : Date of Analysis / JlaTta ananu3za: 11.10.2022
040001654930,890001620079
Date of Manufacture / Jlata npousBogctsa : SEP-2022  |Date of Expiry / Cpok rognoctu :AUG-2027
Analysis performed according ND / Auanu3 nposegen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonorudeckas
yucToTa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g /
'microbial count / He 6onee 1000 KOE/r

| O6Lyee yucno
a3pobHbIX
MUKPOOPraHn3mMoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/r He 6onee 100 KOE/r
count / ObLee yncno
LPOACKEBBIX U
nnecHeBbIX rpubos
Absent / OTtcyTcTBYET

c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [TpoaykT cooteTcTBYeT Tpebosanusam HJI | 3axmwouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noarorosnexo: \ [Mposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ramakant (7 k% PykoBoautens :Amit Kumar
‘&;&' ) Qﬁ—” jx\.;x e
[ /" ke /-f"’
Print Date: Print Date: Print Date:
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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

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yikann®, TabieTkH, NOKPbIThIE NIEHOYHOH 060/104KOi, 400Mr + 325Mr

Batch No / Cepust Ne : V2202037

Batch

Quantity / O6bem naptun : 776.0Kg

040001654930,890001620079

Analytical Report No / Asanntuyeckuit oraer No :

Date of Analysis / [{aTa ananusa: 11.10.2022

Date of Manufacture / Jlata npousBoactsa : SEP-2022

Date of Expiry / Cpok roanoctu :AUG-2027

Analysis performed according ND / Auaau3 npoeenen no HJI: [TNO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 ‘ Uniformity of dosage Acceptance value (AV) should be
[units not more than 15.0 /
[/ OpgHOpOAHOCTL 2.0 MokasaTenb npuemnemocth (AV)
| 031pPOBaHNA JormkeH bblTe He 6onee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
2.0 not more than 15.0 /
Paracetamol / MokasaTtenb npuemnemoctu (AV)
napaueTamori OOMm¥KeH bbiTb He 6onee 15,0.
10 |Assay/ 401.7 mg 360 to 440 mg of Cy3H1s0:2
KonunuectseHHoe (Ibuprofen) per tablet /
onpegeneHve Ot 360,0 mr go 440,0 mr Ci3H1s02
(nbynpodpeH) B TabneTke
327.66 mg
2925 to 357.50 mg of CsHoNO-
(Paracetamol) per tablet /
Ot 292,5 mr oo 357,5 mr CsHgNO:2
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoxykT cooTBeTcTBYeT TpeGopanuam HJI | 3axmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroTtosneHo: ITposepeno: Pardeep Kumar | Ono6peno: Menemiep /

Ramakant p \ PyxoBoauTens :Amit Kumar

Print Date: Print Date: Print Date:

Jara: 11.10.2022 Jara: 11.10.2022 Hata. 11.10.2022
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Dr.Reddy’s @3¢

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIM3A

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

Product : Ibuclin, film-coated.tablets 400 mg + 325 mg
HU6ykaun®, Ta6aeTKH, IOKPLITHIE MJeHOYHOIH 000104Koii, 400mr + 325mr

Batch No / Cepust Ne : V2202037

Batch Quantity / Oobem maptun : 776.0Kg

040001654930,890001620079

Analytical Report No / Ananutnyeckuii orueT Ne :

Date of Analysis / /lata ananusa: 11.10.2022

'Date of Manufacture / JaTa npoussoacTna : SEP-2022

Date of Expiry / Cpok roanoctu :AUG-2027

Analysis performed according ND / Ananus nposeaed mo HJI: TIN011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ nzm. Ne 1 or 06.09.2018, uam. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTtok
B MNBX/Al 6nuctep. Mo 1
onucTtepy B nauky
KapTOHHYIO BMeCTe C
MHCTPYKUMEn no
NPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nuctep. Mo 1, 2 nnn 20
6rMCTEpPOoB B NaYKy KapTOHHYO
BMECTe C UHCTPYKUUEN Mo
NPUMEHEHUIO.

12 | Labeling / Mapkupogka

According to ND / B cooteeTctBuu ¢ Hf]

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHve Mpu TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
roAHOCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [IpoaykT coorsetcrayeT Tpebosannam HJI | 3axmouenne: O/JIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
l’]tam‘O’rt;)Bﬂeﬁo:r1 @ I[Tpoeepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ramakant \)|' ¢V PykosoauTens :Amit Kumar
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Print Date: Print Date: Print Date:
Hara: 11.10.2022 Jara: 11.10.2022 Hata. 11.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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