S
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 : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

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

NOyriauu®, TabaeTKH, NOKPHITHIC IUIEHOYHOI 060404K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2201879

Batch Quantity / O6bem maprun : 776.0K g

040001639338,890001614587

Analytical Report No / Anajgnrudeckuii oryer Ne :

Date of Analysis / IaTa anaju3za: 22.09.2022

Date of Manufacture / Jlata nponzsoacrsa : Aug-2022

Date of Expiry / Cpox roanocru :July-2027

Analysis performed according ND / Auanns nposenen mo HJI: 1 NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usam. Ne 1 ot 06.09.201 8, u3m. Ne 2 01 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
Tabnetku KarcynoBuaHoM
dopmbl, NOKpPbLIThLIE
NNeHouHon obonoukoin
OpaHXeBOoro LBeTa, C PUCKON
Ha OOHOW CTOPOHE;, Ha

nornepe4yHom paspese — 54po
Benoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ TabneTkn KancyrnoBuaHowW
bopmbl,  MOKpbITbIE  NNEHOYHOW
060NoYKON OpaHXeBoro uBeTa, ¢
puUcKOW Ha OAHOW CTOpPOHE; Ha
rnorepeyHom paspese a4po
6enoro unu noyutun 6enoro LBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [1poaykr coorBercTByeT Tpe6opanusam HJI | 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [Iposepeno: Himesh Kumar | Ono6peno: Menemxkep /
Pardeep Kumar N \ Pykoeoautens :Manoj Kumar

C\[’— ] — ) (1

. L= = —

Print Date: Print Date: Print Date:
Hata: 22.09.2022 Hata: 22.09.2022 Hara. 22.09.2022

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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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

CEPTHDHUKAT AHAJII3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxann®, TabieTky, NOKpbIThIE MIEHOYHOIT 060109K0iT, 400MT + 325Mr

Batch No / Cepus Ne : V2201879

Batch Quantity / Oobem naptuu : 776.0Kg

Analytical Report No / Ananutnuecknii oryer Ne ;
040001639338,890001614587

Date of Analysis / lata anannsa: 22.09.2022

Date of Manufacture / Jlata npoussojacrsa : Aug-2022

Date of Expiry / Cpox rognoctu :July-2027 |

Analysis performed according ND / Ananus nposenen mo HJI: [T N011252/01-110717 (amend Ne 1 from

106.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification /
MoAnuHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUU C

The retention time of the main peaks
on the chromatogram of the test

mass uniformity /
CpepHsas macca u
0AHOPOAHOCTb MO
Macce

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

BpemeHa yaepxvBaHus OCHOBHbIX
nukoB Ha XpomaTtorpamme
NCMbITYEMOro  pactsopa  [AOMKHbI
COOTBETCTBOBATL BpemMeHam
YAEPXKNBAHUSA NnKoB Ha
XpomMmarorpamme pacTeopa
CTaHAapTHbIX obpasuos
nbynpodpeHa u  napauetamona
(pasgen «KonuuectBeHHoe
onpegeneHvey)

3 |Average weight and 969.9 mg 940,9 mg to 999,1 mg

Complies /cooTBeTCTBUM C

(970,0 mg + 3,0 %)/
Or 9409 wmr pgo 9991 wmr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
[pumeyanue: [Tpoaykr coorBeTcTByeT TpeGoBanuam HJJ

Opinion : APPROVED
3akmouenune: OMOBPEHO

Hata: 22.09.2022

Hata: 22.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: Ipoeepeno: Himesh Kumar | Ogo6peno: Menemxep /
Pardeep Kumar p \ PyxoBoautens :Manoj Kur1nar
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Print Date: Print Date: Print Date:

Hata. 22.09.2022

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

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykann®, TabaeTku, nokpuIThie MJIEHOYHOH 060.104K0il, 400Mr + 325mr

Batch No / Cepus Ne : V2201879

Batch Quantity / O6bem naptun : 776.0K g

040001639338,890001614587

Analytical Report No / AnaauTu4eckuii oTyer No :

Date of Analysis / /laTa ananusa: 22.09.2022

Date of Manufacture / lata npoussoacrsa : Aug-2022

Date of Expiry / Cpok rogaoctu :July-2027

Analysis performed according ND / Anaaus nposegen mo HJI: ITN011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

09 minutes 12 seconds

Not more than 30 minutes /
He 6onee 30 mMuH

S |Dissolution /
PacTteopeHue

98% - 100%

98% - 102%

NLT 70% (Q) Ci3H1gO2 (Ibuprofen)
dissolved in 30 minutes /
He menee 70 % (Q)
(nBynpodeH) yepes 30 MUH
NLT 70% Q)
(Paracetamol) dissolved
minutes /

He wmenee 70 % (Q) CsHgNO,
(napaueTtamorn) yepes 30 MUH

Ci3H1502

CsHsNO>
in 30

6 |Related substances /
PoacTeeHHbIe npumecn

0.04%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (Mpumeck
napauetamosnia) — He Sonee 0,005%

7 |Water/Bopa

1.7%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [ponykr coorsetcTayer Tpe6osanuam HJI | 3akmouenne: OJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepeno: Himesh Kumar | OnoGpeno: Meunemxep /
Pardeep Kumar —\ | PykoBoauTens :Manoj Kumar
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Print Date: Print Date: Print Date:
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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

CEPTUOUKAT AHAJIN3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyxauH®, TabJeTKH, TOKPBITHIE IIEHOYHOMH 000104K0ii, 400Mr + 325Mmr

Batch No / Cepus Ne : V2201879

Batch Quantity / O6bem naptun : 776.0Kg '

040001639338,890001614587

Analytical Report No / AHanmuruyeckuii orueT No :

Date of Analysis / laTa anannsa: 22.09.2022

Date of Manufacture / /Iata npousBoacrsa : Aug-2022

Date of Expiry / Cpok rognocru :July-2027

Analysis performed according ND / Ananus nposenen no HJI: I1N011252/01-110717 (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)

*8 |Microbial limits /
Mukpobuonornyeckas
ynucToTa

a) Total aerobic
microbial count /
O6buwee uncno
a3pobHbIX
MUWKPOOPraH1M3mMoB

b) Total combined
yeasts and mould
count / O6uwee vncno
OPONOKEBBIX 1
nrecHesbIX rpncos

c) E. coli

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

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

Absent / OTtcyTcTBYyeT

Not more than 1000 CFU/g /
He Gonee 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/
ITpumeuanne: Ilpoaykr coorBercTByeT Tpebosanuam HJI

Opinion : APPROVED
3akmawuenune: OJJOBPEHO

Prepared by /
IloarorosneHo:
Pardeep Kumar

Checked by /
IIposepeHo: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemxep /
Pykosoautens :Manoj Kumar
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Print Date:
Hara: 22.09.2022

Print Date:
Hara: 22.09.2022

Print Date:
Hara. 22.09.2022
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT 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
NOoykaun®, TabneTKH, NOKPbIThIE NJEHOYHOH 060J109K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201879

Batch Quantit§/ Oobem naptun : 776.0Kg

040001639338,890001614587

Analytical Report No / Ananutnuyeckuii oTuer No :

Date of Analysis / JlaTa anann3a: 22.09.2022

Date of Manufacture / lata npou3seoacrsa : Aug-2022

Date of Expiry / Cpox rogaocrn :July-2027

Analysis performed according ND / Anasnu3s 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, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage
units

/ OpHopoaHOCTL
[031poBaHMUSA
Ibuprofen /
ubynpodeH

Paracetamol /

Acceptance value (AV) should be
not more than 15.0 /

1.2 MNokasaTenb npuemnemoctn (AV)
LomKeH ObITb He bonee 15,0.

Acceptance value (AV) should be
1.2 not more than 15.0 /
[MokasaTenb npuemnemoctu (AV)

napaueTamon DomKeH ObITb He 6onee 15,0.

10 |Assay/ 396.1 mg 360 to 440 mg of CizHsO2
KonuyectseHHoe (Ibuprofen) per tablet /
onpegenexne Ot 360,0 mr go 440,0 mr C3Hs0>

323.89 mg

(néynpodheHr) B TabneTke

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

Ot 292,5 mr oo 357,5 mr CgHgNO,
(napaueTamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: Ilpoaykr coorBercTeyet Tpebopanuam HJI | 3akaiouenue: OJJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: Iposepeno: Himesh Kumar | Ono6peno: Menemxkep /
Pardeep Kumar fﬂ C—j’—\_, PykoBoaurens :Manoj Kumar
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Print Date: Print Date: Print Date:
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Regisiered 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 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

CEPTUOHUKAT AHAJIM3A

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

N6y knuu®, TabaeTkn, NOKPbITHIE IEHOYHOH 060404K0ii, 400MT + 325Mr

Batch No / Cepus Ne : V2201879 Batch Quantity / O6wem napTuu : 776.0Kg

040001639338,890001614587

Analytical Report No / AHanuTHuyecknif oTuer Ne : Date of Analysis / JlaTa ananu3za: 22.09.2022

Date of Manufacture / Jlata mpousBoactsa : Aug-2022 | Date of Expiry / Cpok roasnocrs July-2027

Analysis performed according ND / Anaau3s nposeaen no HJI: 1 NO011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 o1 06.09.2018, nu3m. Ne 2 o 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B MBX/Al 6nncrep. Mo 1
BnucTepy B nauky
KapTOHHY BMECTe C
WHCTpyKUMEN No
NPUMEHeHWIo.

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MNBX/Al 6nnctep. Mo 1, 2 unn 20
BnncTepos B NayKy KapTOHHYHO
BMECTE C UHCTPYKUKEN Mo
NPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cooTseTcteum ¢ HJ

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue MNpun TemnepaTtype He Bbile 25 °C.
14 | Shelf life / Cpok 5years /5 ner
rogHocTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: IlpoaykT cootBerctByet Tpebosanusam H]I | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Iposepeno: Himesh Kumar | Ono6pero: Menemxep /
Pardeep Kumai)L_ Q“_k*/_‘”lx PykoBoautesns :Manoj Kumar
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