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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

CEPTUDUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykauH®, TabieTki, NOKPbITHIE NMJeH04HO0H 060/104Koii, 400mr + 325mMr

Batch No / Cepus Ne : V2202323

|Batch Quantity / O6bem nmapTuu : 776.0Kg

040001686841,890001627931

Analytical Report No / Ananuruyeckuii or4yer N :

Date of Analysis / Jlata anannsa: 17.11.2022

Date of Manufacture / IaTa npouzeogcrea : OCT-2022

Date of Expiry / Cpok rogHoctn :SEP-2027

Analysis performed according ND / Ananu3 nposenet mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ m3m. Ne 1 ot 06.09.2018, u3m. 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 KancynosuaHowm
dhopmet, NOKpbIThIE
NMeHoYHOoM obornoukon

OpaHXeBOro LBeTa, C PUCKON
Ha OOHOW CTOpOHe; Ha
nonepe4YHoM paspese — a4po
Benoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabrmeTtkn KancynoBWAHOK
dopmbl,  MOKpbITbIE  MIIEHOYHON
oborioukol opaHxeBoro LuseTa, C
PUCKO/# Ha OAHOW CTOpOHE; Ha
nonepeyHom paspese — A0po
Benoro unu no4Tn 6enoro useTa

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBeTcTBYeT Tpebosanusm HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
THoarorosnexo:

Checked by /
[TpoBepeHo: Santosh Kumar

Maurya

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PykoBoautens :Amit Kumar

Ramakant
)
iy
Print Date:

Hata: 17.11.2022

Print Date:

Jara: 17.11.2022
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Print Date:

Hata. 17.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS € +9198166 56001-02

. ddys.
CEPTU®HKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yknun®, TabaeTky, NOKPbIThIE MJIeHOYHOIl 060104K0i, 400mr + 325mr

Batch No / Cepus Ne : V2202323

Batch Quantity / O6bem naptuu : 776.0Kg

040001686841,890001627931

Analytical Report No / Anaautuueckuii oTder Ne : Date of Analysis / JlaTa ananu3za: 17.11.2022

Date of Manufacture / J]aTa npoussoactsa : OCT-2022 |Date of Expiry / Cpok roanoctu :SEP-2027

Analysis performed according ND / Auanus nposened no HJI: I N011252/01-110717 (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)

2 Identification / a) Complies as prescribed/ |The retention time of the main peaks
[NoannHHOCTL B cooTBeTcTBUM C on the chromatogram of the test
onncaHnem solution should correspond to the

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

BpemeHa yaepkuBaHUsi OCHOBHbIX

mass uniformity /
CpeaHsas macca un
0OHOPOAHOCTb NO

NUKOB Ha XpomaTtorpamme
UcNbITyEMOro  pactsopa  AOSKHbl
COOTBETCTBOBATH BpemMeHam
yaepKuBaHug nyMKoB Ha
Xpomarorpamme pacTeopa
cTaHAapTHbIX obpasLoB
nbynpocpeHa ¥  napauetamona
(pazgen «KonunuectseHHoe
onpeneneHne»)
3 |Average weight and 969.9 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %) /
Or 9409 wmr gmo 9991 wr
(970,0 mr £ 3,0 %)

macce
18/20 tablets — NMT + 5% /
Complies /cooTBETCTBUN C 18/20 TabneTok — He Gonee + 5 %
2/20 tablets — NMT £ 10% /
2/20 Tabnetok — He Gonee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cootBeTcTBYeT TpeGosannsm HJI | 3axmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITposepeno: Santosh Kumar | Ono6peno: Menemwxep /
Ramakant Maurya Pykosoautens :Amit Kumar
-\— (o)<
W Pwy
Print Date: Print Date: Print Date:
Hara: 17.11.2022 Jara: 17.11.2022 Jara. 17.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC0O04507
www.drreddys.com



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 : +91 98166 56001-02

CEPTUDOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykAnH®, TabaeTKH, HOKPBITHIE MIeH0YHOii 000104K0#, 400mr + 325mMr

Batch No / Cepusa Ne : V2202323

Batch Quantity / O6sem maptuu : 776.0Kg

040001686841,890001627931

Analytical Report No / AHanuTHUecKni oT4eT No :

Date of Analysis / [lara anannsa: 17.11.2022

Date of Manufacture / Jata npoussoacrea : OCT-2022

Date of Expiry / Cpok rognoctn :SEP-2027

Analysis performed according ND / Ananus nposeaen no HJI: [IN011252/01-110717 (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)

4 |Disintegration /
PacnagaemocTb

08 minutes 51 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHne

98% - 102%

98% - 100%

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

He wmenee 70 % (Q) CizH1O2
(nbynpodeH) yepes 30 MUH

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

He wmeHee 70 % (Q) CsHgNO:
(napaueTtamon) yepes 30 MuH

6 |Related substances /
PoacteeHHble npumecn

0.04%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npvmecen
néynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumeck
napaueTtamona) — He 6onee 0,005%

7 |Water/Boga

1.4%

Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akiaouenue: OJJOBPEHO

Hata: 17.11.2022

Jara: 17.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosnieHo: IIposepeno: Santosh Kumar | Ono6peno: Menemkep /
Ramakant \_, Maurya PykoBoaurens :Amit Kumar
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Print Date: Print Date: Print Date:

Hara. 17.11.2022

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

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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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

CEPTUOPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HG6ykaun®, TabeTK, NOKPLITHIC IeHOYHOI 060104K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2202323

Batch Quantity / O6bem mapTun : 776.0Kg

040001686841,890001627931

Analytical Report No / AHanuTHyeckuii orger No :

Date of Analysis / laTa anaau3za: 17.11.2022

Date of Manufacture / [lata npoussoacrsa : OCT-2022

Date of Expiry / Cpox rogHocTu :SEP-2027

Analysis performed according ND / Ananu3 nposenen no 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)

*8 |Microbial limits /
Mukpobnonoruyeckas
yucrtoTa

a) Total aerobic
microbial count /
Ob6uee yncno
a3pobHbIX

MWUKpOOpPraHn3amos

b) Total combined
yeasts and mould
count / Obwyee yncno
APOXOKEBbIX W
nnecHeBbIX rpubos

¢) E. coli

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

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

Absent / OTcyTcTByeT

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

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/
ITpumeuanue: [Tpoaykr cooTBeTcTBYET Tpebopanusm HII

Opinion : APPROVED
3akawuenue: OJJOBPEHO

Prepared by / Checked by /
[ToarorosneHo: ITpoeepeno: Santosh Kumar
Ramakant Maurya

2

Approved by: Manager/Executive /
Ono6peHo: Menemxkep /
PykoBoaurens :Amit Kumar

pes=

Print Date:

Hata: 17.11.2022

Print Date:
Jara: 17.11.2022

Print Date:
Hata. 17.11.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's L.aboratories Ltd
Formulation Unit-6 .
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDI

Tel : +S1 98166 56001-02

www.drreddys.com

CEPTU®HUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxkann®, TabneTkH, NOKPbITHIE ILIEHOYHOH o060a04Ko0ii, 400mMr + 325mr

Batch No / Cepusi Ne : V2202323

Batch Quantity / O6bem maptuu : 776.0Kg

040001686841,890001627931

Analytical Report No / AHanuTH4yeckuii oTyer Ne :

Date of Analysis / laTa ananu3a: 17.11.2022

Date of Manufacture / lata nponssoacrsa : OCT-2022

Date of Expiry / Cpok rognoctn :SEP-2027

Analysis performed according ND / Ananus nposenen o HJI: TT NO11 252/01-110717 (amend Ne 1 from
106.09.2018, amend No 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, nam, Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
[ OgHopoAHOCTb 1.0 Mokasatenb npuemnemoctu (AV)
[03upoBaHus nomkeH bbiTb He 6onee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.0 not more than 15.0 /
Paracetamol / MNokasaTtens npuemnemocti (AV)
napaueTamon JoImKeH bbiTb He Bonee 15,0.
10 |Assay/ 396.6 mg 360 to 440 mg of CisHieO2
KonunyecTteeHHoe (Ibuprofen) per tablet /
onpegeneHune Ot 360,0 mr go 440,0 mr Ci3aH1s02
(vbynpodcheH) B Tabnetke
324.13 mg
2925 to 357.50 mg of CgHeNO:
(Paracetamol) per tablet /
OT1 292,5 mr ao 357,5 mr CgHsNO2
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykT cootsercTayeT TpeboBanuam HJI

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Hara: 17.11.2022

Hara: 17.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIposepeHo: Santosh Kumar | Ono6peno: Menemxep /
Ramakant Maurya PykoBoautens :Amit Kumar
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Print Date: Print Date: Print Date:

Jlara. 17.11.2022
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CEPTHUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg +325 mg
Hoyknun®, TabieTKH, NOKPHITHIE ILIEHOYHOH 060J104K0ii, 400Mr + 325Mr o
Batch No / Cepus Ne : V2202323 Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AnanuTudeckmii order Ne : Date of Analysis / lata ananuza: 17.11.2022
040001686841,890001627931
Date of Manufacture / lata npoussogcrsa : OCT-2022 |Date of Expiry / Cpox roanoctn :SEP-2027
Analysis performed according ND / Anann3 nposenen o HJI: I1 N011252/01-110717 (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)

11 | Package / Ynakoska (10 tablets in PpVC/AI [10 tablets in PVC/Al blister. 1, 2 or
biister. 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 unun 20

B MNBX/Al 6rnuctep. Mo 1 BnncTepoB B Nayky KAPTOHHYHO
Bnuctepy B nauky BMECTE C MHCTPYKLUMNEN MO
KapTOHHYIO BMECTE ¢ MPUMEHEHNIO.

VHCTPpYyKUMEN o

NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cooteetcTtaum ¢ HI
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue [Mpu TemnepaType He Bbille 25 °C.
14 | Shelf life / Cpok Syears /5 ner

roAHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: IIpoaykr cootBercTByet Tpebosanuam HJ] | 3axmodenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBnewo: ITposepeno: Santosh Kumar | Omo6peno: Menemkep /
Ramakant P; Maurya PyxoBoauTtens :Amit Kumar

N F\’ /

Print Date: Print Date: Print Date:
Hara: 17.11.2022 Hara: 17.11.2022 Hata. 17.11.2022
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