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

CEPTU®UKAT AHAJIN3A

Product :_Euclin, film-coated tablets 400 mg + 325 mg
N6yKkaun®, TabaeTku, NOKPHIThIE MIeHOYHOi 060104K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2201327

Batch Quantity / O6bem maptuu : 776.0Kg

040001601948, 890001602204

Analytical Report No / AHanuTndeckuii oTyer Ne :

Date of Analysis / {aTa ananuza: 22.08.2022

Date of Manufacture / Jlata npon3zsogcersa : Jun-2022

Date of Expiry / Cpok roqaoctu :May-2027

Analysis performed according ND / Ananu3 nposegen mo HJI: [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)

S.
No

Test

Resulit

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTtku KancynosnpHom
dhopmsl, NoKpbIThIE
NsieHOYHOMN o0BonouKoi
OpaHXeBOro LBeTa, C PUCKON
Ha OOHOW CTOpOHe; Ha

nonepeYHom paspese — A4po
fenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KancynoBWaHOW
opmbl,  MOKpbITbIE  MNIEHOYHON
oBosiouKkot opaHXeBoro ueeTa, C
pUCKOW Ha OAHON CTOpoHe; Ha
ronepevyHoM  paspese a4po
Benoro unu riouTn 6enoro UBeTa

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykt cooTBeTCTBYET TpeboBanusm HJL

Opinion : APPROVED
3axiouenune: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIposepeHo: Himesh Kumar | Ono6peno: Menemxep /

Ramakant 77 |\, d //l’,’/—_; PyxoBoauTens :Kusum Lata

Print Date: Print Date: Print Date:

Hata: 22.08.2022 Hata:22.08.2022 Hara: 22.08.2022

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 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

CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabaeTKIL, NOKPBITHIE JIeHo4YHoii o6oao4koii, 400mr + 325mr

Batch No / Cepus Ne : V2201327

Batch Quantity / O6bem naptuu : 776.0Kg

040001601948, 890001602204

Analytical Report No / Ananutuyeckuii oryer Ne :

Date of Analysis / laTa ananu3za: 22.08.2022

Date of Manufacture / Jlata npon3soactea : Jun-2022

Date of Expiry / Cpok roanoctu :May-2027

Analysis performed according ND / Ananus nposenen mo HJI: TTNO1 1252/01-110717 (amend Ne 1 from
06.09.2018. amend Ne 2 from 23.09.2019/ n3m. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification /
MoanuHHOCTb

a) Complies as prescribed/
B cooTBeTCcTBUMU C
onmncaHuem

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
NUKOB Ha XpomaTorpamme
UCMbITYEMOro  pactsopa  [OJIXKHbI
COOTBETCTBOBATL BpEMEHaM
yAEepXUBaHUA NUKOB Ha
Xpomarorpamme pacTteopa
cTaHgapTHbIX obpasLos
nbynpodbeHa w1 napaueTamona
(pasaen «KonuuecteseHHoe
onpegenexHne»)

3 |Average weight and
mass uniformity /
CpegHsasa macca un
O HOPOAHOCTL MO
macce

976.9mg

Complies /cooTBETCTBUU C

940,9 mg to 999,1
(970,0 mg = 3,0 %) /
OT 9409 w™mr pgo

(970,0 mr + 3,0 %)

mg

999,11 wr

18/20 tablets — NMT + 5% /
18/20 TabneTok — He 6Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He Gonee £ 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorsercrayeT TpeboBanuam HJIL

Opinion : APPROVED
3akniouenne: OJOBPEHO

Jara: 22.08.2022

JNaTa:22.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBreHo: TIposepeno: Himesh Kumar | Ono6peno: Menemxep /
Ramakant / .k — | PyxoBoaurens :Kusum Lata
& U — X
Print Date: Print Date: Print Date:

HNara; 22.08.2022
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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

CEPTHD®HKAT AHAJI3A

www.drreddys.com

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

H6yKkaun®, TabaeTku, NOKPbIThie MJIEH04HOIT 000/104KOif, 400mr + 325mr

Batch No / Cepus Ne : V2201327

Batch Quantity / O6bem maptuu : 776.0Kg

040001601948, 890001602204

Analytical Report No / AHanuTH4yeckuii oruer Ne :

Date of Analysis / laTta aHaam3a: 22.08.2022

Date of Manufacture / Jlata npoussojctea : Jun-2022

Date of Expiry / Cpok rognocru :May-2027

Analysis performed according ND / Ananu3s nposenen no HJ[: [1 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 or 23.09.2019)

4 |Disintegration /
PacnagaemocTb

11 minutes 11 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactBopeHue

95% - 100%

95% - 102%

NLT 70% (Q) C13H102 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) C13H1802
(nbynpodpeH) vepes 30 MUH

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

He meHee 70 % (Q) CsHoNO:

(napaueTtamon) yepes 30 MUH

6 |Related substances /
PoacteeHHble Npumeck

0.03%

0.001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
uéynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHocpeHon (Npumech
napaueramona) — He 6onee 0,005%

7 |Water/ Boga

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanwe: [TpofykT cooTBeTcTRYeT TpeboBanuam HJ[ | 3aKiouerue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByeHo: IIposepeno: Himesh Kumar | Ono6peno: Menemkep /
Ramakant @ @‘r C_\\.d,(ﬁ Pyxoroautesns :Kusum Lata
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UGyKANH®), Ta6NeTKH, MOKPbITHIE N1eH0YHOI 060.,104K0i, 400mr + 325mr

Batch No / Cepusi Ne : V2201327 Batch Quantity / O6bem naprum : 776.0Kg

Analytical Report No / AnanuTudeckuii oryer No : Date of Analysis / lata ananu3a: 22.08.2022
040001601948, 890001602204

Date of Manufacture / Jlata mpomsgoactsa : Jun-2022 | Date of Expiry / Cpox roanocru :May-2027
Analysis performed according ND / Ananus nposenen no HJI: JI NOI 1252/01-110717 (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 /

Mukpobuonoruyeckas

yucroTa 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

O6Lwee uncno

a3pobHbIX

MUKPOOPraHu3mMoB

Less than 5 CFU/g /

b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /

yeasts and mould He 6onee 100 KOE/r

count / O6Lee 4ncno

APONOKEBLIX U

nnecHesbIX rpubos Absent / OtcytcTBYeT

c) E. coli Shall be absent in 1g / OTcyTCTBUE B

1ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [TpoaykT cooTBeTcTByeT Tpebosannsam HJI | 3aKmodenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: Iposepeno: Himesh Kumar | Ono6pero: Menemkep /
Ramakant & R o Pyxopoautens :Kusum Lata
&'M \ N\ 72

Print Date: Print Date: Print Date:
Hata: 22.08.2022 HaTa:22.08.2022 Hara: 22.08.2022
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Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  Www.drreddys.com
CEPTU®HKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabaeTKu, NOKPLITHIE MIEHOYHOI 000/104K0i1, 400Mmr + 325mr
Batch No / Cepust Ne : V2201327 Batch Quantity / O6neM napruu : 776.0Kg

Analytical Report No / Anaanrnueckuii oruer No : Date of Analysis / Jlata ananu3za: 22.08.2022
040001601948, 890001602204
Date of Manufacture / lata npousBogcTsa : Jun-2022 | Date of Expiry / Cpok rogaoctn :May-2027
Analysis performed according ND / Ananu3 nposeaen mo HJI: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. 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 1.4 MokaszaTenkb npuemnemocTtn (AV)
[031poBaHNA JoJIKeH ObITb He Oonee 15,0.
Ibuprofen /
nbynpodceH Acceptance value (AV) should be
1.3 not more than 15.0 /
Paracetamol / Mokasatens npuemnemocTtu (AV)
napauetamon poJpkeH obITe He Bornee 15,0.
10 |Assay/ 397.5 mg 360 to 440 mg of CizHq50;
KonuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr po 440,0 mr Cq3H150-
(nBynpodheH) B TabneTke
330.70 mg
2925 to 357.50 mg of CgHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO,
(napaueTtamon) B Tabnetke
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [1poaykr coorBercTryeT TpeboBanuam HJ | 3akmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroenexo: Ilposepeno: Himesh Kumar | Ono6peHo: Menemxep /
Ramakant /7 {,[:F - Pykosogutens :Kusum Lata
e |——— T
Print Date: Print Date: Print Date:
Jara: 22.08.2022 Hata:22.08.2022 Hara: 22.08.2022
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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 : 491 98166 56001-02
www.drreddys.com

CEPTHO®HKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, TadaeTkH, NOKPbITHIE IJIEHOUYHOI 060J04K0i, 400Mr + 325mMr

Batch No / Cepus Ne : V2201327

Batch Quantity / O0bem maptun : 776.0Kg

040001601948, 890001602204

Analytical Report No / AHanuTu4Yecknii oTyer Ne :

Date of Analysis / [laTa ananmsa: 22.08.2022

Date of Manufacture / laTta npoussoactsa : Jun-2022

Date of Expiry / Cpok roanocru :May-2027

Analysis performed according ND / Ananns nposegen mo HJ{: [1 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)

11 | Package / Ynakoeka |10 tablets in PpVC/AI 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 6Gnuctep. Mo 1, 2 unu 20
B MBX/Al 6nucTep. Mo 1 B6nucTepos B Nayky KapTOHHYIO
6nucTepy B nauky BMECTE C MHCTPYKLMEN No
KapTOHHYIO BMecTe ¢ NMPUMEHEHNIO.

WNHCTPYKUKMEN NO
NPUMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cooTBeTcTeuu ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
| XpaHeHune Npu TemnepaTtype He Boiwe 25 °C.

14 | Shelf life / Cpok 5 years /5 net

rogHoCTn

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [ponykt cootBercTByeT Tpebosanuam HJI | 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IloarorosneHo: [Iposepeno: Himesh Kumar | Ono6peno: Menemxkep /

Ramakant /7 'Q‘ — Pyxosoautens :Kusum Lata
g\m}{gﬁ} — e
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