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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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
No6ykanu®, TabJieTKH, MOKPbIThIE NJ1eHOYHOH 0060J10uKoi, 400mr + 325Mr

Batch No / Cepus Ne: V2201115

Batch Quantity / O6bem maprun : 776.0Kg

040001587512, 890001596488

Analytical Report No / AHanuTH4YecKkuii oTueT Ne :

Date of Analysis / /lata ananu3a: 16.06.2022

Date of Manufacture / Jlata npouzBoacTBa : May-2022

Date of Expiry / Cpok rogaoctn :Apr-2027

Analysis performed according ND / Ananu3 nposegen mo HJ/I: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Neo 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 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 KancynoBugHowm
dopmbl, NOKpbITbIE
NIeHOYHOoN obonouykon
OpPaHXeBoro ugeTta, ¢ pUCKOKn
Ha OOHOW CTOpPOHe; Ha
nonepevyHoM paspese — 84po
6enoro ygeta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynosUaHON
dopMbl,  MOKPbITbIE  NMEHOYHOMN
obonoYykor opaHXeBoOro LuBeTa, C
puckoh Ha OOHOW CTOpoHEe; Ha
nonepe4yHoM paspese =Talole)
Genoro nnu nouTtu 6enoro useTa

Remarks : The Product conforms to ND/
IIpumeuanne: [lpoaykT coorBeTcTBYeT TpeboBanusaM HJJ

Opinion : APPROVED
3akiawouenne: OJOBPEHO

Iata: 16.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TpoeepeHo: Ramakant Onobpeno: Menemxep /
Ankit 3 - Pyxosoautens :Manoj Kumar
3 (™
Print Date: Print Date: Print Date:

Hara: 16.06.2022

Jara: 16.06.2022

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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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTHDOUKAT AHAJIN3A Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykann®, TadjeTku, NOKPHITHIE JIEHOYHOH 060104K0H, 400Mr + 325mMr

Batch No / Cepust Ne : V2201115

Batch Quantity / O6bem mapruu : 776.0Kg

Analytical Report No / AHanmuTH4Yeckuii oTuer No :
040001587512, 890001596488

Date of Analysis / JlaTa ananu3za: 16.06.2022

Date of Manufacture / lata npon3oacrsa : May-2022

Date of Expiry / Cpok rogHoctH :Apr-2027

Analysis performed according ND / Auanu3s npoeenen mo HJI[: II N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

mass uniformity /
CpepHaa macca n
OLHOPOAHOCTL MO
mMacce

2 Identification / a) Complies as prescribed/
MoAnNuHHOCTL B cooTtBeTCTBUM C
onvcaHnem
|
3 |Average weight and 968.3 mg

Complies /cooTBeTCTBMM C

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 yaoepxuBaHus OCHOBHLIX

nnKoB Ha XpomaTorpamme
ncnbiTyemoro pacteopa  JOJSKHbI
COOTBETCTBOBATH BpemMeHam
yAepXuBaHNA nMKoBs Ha
XpomMaTorpamme pacteopa
CTaHA4apTHbIX obpasLos
nbynpocheHa U1 napaudetamona
(pasnen «KonnyectBeHHoe
onpeaeneHne»)

19409 mg to 9991 mg

(970,0mg £ 3,0 %) /
Or 9409 wmr pmo 9991 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/
IIpumeuanmne: [Tpoaykr cootBeTcTBYeT TpeboBaHusM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hata: 16.06.2022

Hara: 16.06.2022

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

[loaroToByeHo: ITpoBepeno: Ramakant Onobpeno: Menemxep /

Ankit /N PykoBoautens :Manoj KmEar
(e s

Print Date: Print Date: Print Date:

Hara: 16.06.2022
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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

CEPTU®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxauu®, TabieTKH, MOKPLITHIE INIEHOYHOH 060104K0H, 400mMr + 325mr

Batch No / Cepust Ne : V2201115

Batch Quantity / O6bem naptum : 776.0Kg

040001587512, 890001596488

Analytical Report No / AnanuTu4yeckuii order Ne :

Date of Analysis / lata ananu3a: 16.06.2022

Date of Manufacture / Jlata nponssojcTa : May-2022

Date of Expiry / Cpok roguoctu :Apr-2027

Analysis performed according ND / Auanu3 npoeegen mo HJI: IT 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)

4 |Disintegration /
PacnapaemocTtb

10 minutes 06 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHne

95% - 100%

97% - 102%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(nbynpodeH) yepes 30 MuH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He wmenee 70 % (Q) CgHoNO:
(napaueTamon) Yepes 30 MUH

C13H1802

CsHoNO2
30

6 |Related substances/
PopcTBeHHbIe npyumecu

Below Disregard Limit

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %

0.001 % 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (NpuMech
napauetamona) — He 6onee 0,005%

7 |Water/Boga 1.4% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT coorBercTByeT Tpeboanusam HII

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by /
Iloarorosneno:

Checked by /
[TposepeHo: Ramakant

gt

Approved by: Manager/Executive /
Onobpeno: Menemkep /
Pykxoroputens :Manoj Kumar

Ankit &
Print Date:

Hata: 16.06.2022

Print Date:
Jara: 16.06.2022

Print Date:

Jara: 16.06.2022
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA

CEPTUDUKAT AHAJIN3A Tel : +91 98166 56001-02
www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknnu®, TabneTku, MOKPLITHIE IUIEHOYHOH 060104KoH, 400Mr + 325mr

Batch No / Cepus Ne: V2201115 Batch Quantity / O6bem naptuun : 776.0Kg

Analytical Report No / ABanurindecknii oryeT Ne : Date of Analysis / laTa anann3za: 16.06.2022
040001587512, 890001596488

Date of Manufacture / /lata nponspoacrsa : May-2022 | Date of Expiry / Cpok rogsocrn :Apr-2027

Analysis performed according ND / Anann3s nposeaen mo HJI: [TN011252/01-110717 (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)

*8 |Microbial limits /
Mukpobuonornyeckas
yucToTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
Obwee uncno
a3pobHbIX
MMWKPOOPraHM3moB
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 / OOLlee uncrio
APONOKEBBIX W

nnecHesbIX rpubos Absent / OtcyTcTByeT
¢) E. coli Shall be absent in 1g/ OTcyTcTBUE B
ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeGoBanuam HJI | 3akmouenune: OMJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [Tposepeno: Ramakant OnobpeHo: Menemxep /
Ankit A I{L @( y PykoBomutens :Manoj Kumar
W :

Print Date: Print Date: Print Date:
Jara: 16.06.2022 Hara: 16.06.2022 Hata: 16.06.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUO®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxauu®, Tab/ieTKH, NOKPLITHIE IIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201115

Batch Quantity / O6bem maptuu : 776.0Kg

040001587512, 890001596488

Analytical Report No / Anasutu4eckuii oTuyer Ne :

Date of Analysis / laTa ananu3za: 16.06.2022

Date of Manufacture / Jlata npoussoacrsa : May-2022

Date of Expiry / Cpox rogaoctu :Apr-2027

Analysis performed according ND / Ananu3 npoeexen mo HJ/I: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. 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 /
/ OgHopopHOCTb 2.7 MoxasaTenb npuemnemoctn (AV)
003UpoBaHuA porxeH 6biTb He 6onee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.7 Mokasartens npuemnemocTy (AV)
napaueTamorn JormkeH 6biTb He Bonee 15,0.
10 |Assay/ 389.9 mg 360 to 440 mg of CizHs02
KonuuyecteseHHoe (Ibuprofen) per tablet /
onpegerneHue Ot 360,0 mr go 440,0 mr Cy3H1502
(nbynpodheH) B TabneTke
320.00 mg 2925 to 357.50 mg of CsHoNO:

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO:
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [ponykr cootserctByeT Tpeboanusam HII | 3akmouenne: ONIOBPEHO

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

[ToarorosneHo: ITpoBepeHo: Ramakant Ono6peHo: Menemxep /

Ankit o PyxoBoautens :Manoj Kumar
& M‘Q )j}y,tt:ﬂfj
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJIM3A Tel : +91 98166 56001-02
www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, TabneTku, NOKPLITHIE IIJIEHOYHOM 000/10uK0it, 400Mr + 325Mr
Batch No / Cepusa Ne : V2201115 Batch Quantity / O6bem maptuun : 776.0Kg

Analytical Report No / Anajutudeckuii oTyer Ne : Date of Analysis / laTa ananu3za: 16.06.2022
040001587512, 890001596488

Date of Manufacture / Jlata npousBoacrsa : May-2022 |Date of Expiry / Cpox rogHocTH :Apr-2027

Analysis performed according ND / Asanu3 nposeaen no HJI: [I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3am. 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
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TabneTok
a carton. / o 10 Tabnetok  |B NBX/Al 6rniuctep. Mo 1, 2 unn 20

B [BX/Al 6nuctep. Mo 1 B6nmcTepoB B Nadky KapTOHHYHO
6nucTepy B nadvky BMECTE C UHCTPYKLMER no
KapTOHHYO BMeCTe ¢ NPVMEHEHMIO.

WHCTPYKUMER No

NPUMEHEHMIO.

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

XpaHeHue Mpu TemnepaType He Bhiwe 25 °C.
14 | Shelf life / Cpok 5years/5 net

rOQHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Tpoaykr coorBercTByeT TpeGosanusam HJ[ | 3axmouenue: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Iposepeno: Ramakant Onobpeno: Menemxep /
Ankit PykoBoagutens :Manoj Kumar
Print Date: Print Date: Print Date:
Hara: 16.06.2022 Hara: 16.06.2022 Hara: 16.06.2022
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