Dr.Reddy’s ‘g'.

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykuH®, TabNeTKH, MOKPHIThIE MIeHOYHOH 000104K0H, 400Mr + 325Mr

Batch No / Cepust Ne : V2200843

Batch Quantity / Oobem naptum : 776.0 Kg

040001570508, 890001590595

Analytical Report No / Anamntuuyecknii oryet Ne :

Date of Analysis / /laTa anam3a: 17.05.2022

Date of Manufacture / JlaTa npouspoactsa : Apr-2022

Date of Expiry / Cpok roasoctu :Mar-2027

Analysis performed according ND / Ananu3 nposeaes mo H: [T 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)

S.
No

Test

Result

Specification

1 |Description / OnucaHune

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

on cross section- white core /
Tabnetku KancynoBuaHOWN
dopmbl, NoKpbITble
NieHOoYHOMN obonoykon
OpPaHXXeBOoro LBeTa, C PUCKOM
Ha OAHOW CTOpPOHe; Ha
nonepeyYyHoM paspese — 84po
Oenoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ Tabnetkn KarncyroBUAHOM
dopmMbl,  MOKPbITbIE  MNIEHOYHOW
0DONOYKON OpaHXeBOro LueeTa, C
pUCKOA Ha OOHOW CTOpOHe; Ha
nonepevyHom  paspese 24p0
©enoro nnu no4ytn 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayxT coorBeTcTBYeET TpeboBanusam HJI

Opinion : APPROVED
3axnouenue: OJOBPEHO

Prepared by /
[ToxarorosneHo:
Pardeep Kumar

Checked by /
[TpoBepeHo:Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens :Manoj Kumar

Print Date:
Hara: 17.05.2022

Print Date:

|'}?M
Print Date:

Jarta: 17.05.2022

Jata: 17.05.2022

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




Dr.Reddy’s Q‘:’

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

CEPTUOUKAT AHAJIM3A www.drreddys.com

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

HNoyxkimH®, Tab/ieTKH, NOKPHITHIE MJIEHOUHOH 000J104K0MH, 400Mr + 325Mr

Batch No / Cepus Ne : V2200843 Batch Quantity / O6bem napTuu : 776.0 Kg

040001570508, 890001590595

Analytical Report No / AHanuTH4YecKHU#l oTyer Ne : Date of Analysis / laTa anaaun3za: 17.05.2022

Date of Manufacture / JJata npou3Boactea : Apr-2022 | Date of Expiry / Cpok rogHoctu :Mar-2027

Analysis performed according ND / Anann3s nposeaen no H/I: [1N011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MoanuHHOCTL B cooTtBeTcTBMU 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 ygepxuBaHUS OCHOBHbIX
NUKoB Ha XpomaTorpamme
UCNbITYEMOrO  pacTBopa  [OMKHbI
COOTBETCTBOBATb BpemeHam
yaepXnsaHus NUKOB Ha
Xpomarorpamve pacTtsopa
CTaHOapPTHBIX obpasuoe
noynpoceHa wn  napauderamona
(pasgen «KonnuyecTtBeHHoe
onpepeneHves)

3 |Average weight and 968.4 mg
mass uniformity /
CpegHasa macca u
OAHOPOAHOCTL MO
mMacce

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

Or 9409 wmr pgo 9991 wmr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTok — He Oonee = 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
Ilpumeuanmne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3aknouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITpoBepeno:Himesh Kumar | Ono6peno: Menemxkep /
Pardeep Kumar {__Hf,/ Qﬁ,_,,/f;‘ PykoBoutesns :Manoj Kumar
v - E . ]
Print Date: Print Date: Print Date:
Hara: 17.05.2022 Hata: 17.05.2022 Hara: 17.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +61 98166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxann®, Tab1eTKH, NOKPHITHIE IVIEHOYHOH 000104K0H, 400Mr + 325Mr

Batch No / Cepns Ne : V2200843

Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / Ananutudyecknii oruer No :
040001570508, 890001590595

Date of Analysis / JlaTa ananu3a: 17.05.2022

Date of Manufacture / lata nponsBoacTBa : Apr-2022

Date of Expiry / Cpox rognoctu :Mar-2027

Analysis performed according ND / Ananu3 nposeaen mo HJ[: [T 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 /
PacnapaemocTb

09 minutes 45 seconds

Not more than 30 minutes /
He 6onee 30 MmuH

S |Dissolution /
PacTteopeHue

96% - 100%

101% - 103%

NLT 70% (Q) Cq3H102 (Ibuprofen)
dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3HsO:
(néynpodpeH) yepes 30 MyUH

NLT 70% (Q) CsHoNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CgHgNO:
(napauetamon) Yepes 30 MuH

6 |Related substances /
PoacteBeHHble npumecu

0.04 %

0.0002 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocbeHon (npumecs
napauetamona) — He 6onee 0,005%

7 |Water/Bopa

1.3 %

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

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilpoaykt coorBeTcTBYeT TpeboBanusam HJJ

Opinion : APPROVED
3akmouenune: OJIOBPEHO

Hara: 17.05.2022

Jlata: 17.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroneHo: [TpoepeHo:Himesh Kumar | Ono6peHo: MeHemxep /
Pardeep Kumar ~— | PykoBomutens :Manoj Kumar
ﬂ"h? {_"[il:(—)
Print Date: Print Date: Print Date:

Jata: 17.05.2022
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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

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyknuH®, TableTKH, NOKPBITHIE MIEHOYHOI 000104Ko#, 400Mr + 325Mr

Batch No / Cepus Ne : V2200843

Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / Ananutn4yeckuif order No :
040001570508, 890001590595

Date of Analysis / JlaTa ananmu3za: 17.05.2022

Date of Manufacture / /lata npouseoacrsa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Anann3 npoeenen no HJI: I[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, uzm. Ne 2 ot 23.09.2019)

*8

Microbial limits /
Mukpobuonoruyeckas
ynucroTa

a) Total aerobic
microbial count /
O0Lee yucrno
a3poBHbIX
MWKPOOPraHn3moB

b) Total combined
yeasts and mould
count / O6Lwee yncno
OPONOKEBLIX U
NnecHeBbIX rpubos

c) E. coli

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

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

Absent / OtcyrcTByeT

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanne: [TpoaykT cootseTcTByeT Tpebosanusam HJI | 3axkmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotosneHo: [Mposepeno:Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar _ [ C}\’/’/ —, | PykoBoautens :Manoj Kumar

l \]_?_h l‘.f-““‘(l 3
Print Date: Print Date: Print Date:
Hara: 17.05.2022 Jara: 17.05.2022 Hara: 17.05.2022
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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 : +51 98166 56001-02

CEPTUO®UKAT AHAJINU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknmMH®, Ta6/1eTKH, NOKPHIThIE IUIEHOYHOI 060/104ko0ii, 400mr + 325mMr

Batch No / Cepus Ne : V2200843

Batch Quantity / O6bem naprum : 776.0 Kg

040001570508, 890001590595

Analytical Report No / AHanuTH4eckuii oTuyer Ne :

Date of Analysis / JlaTa anaimmsa: 17.05.2022

Date of Manufacture / lata nponssoactsa : Apr-2022

Date of Expiry / Cpok rognocta :Mar-2027

Analysis performed according ND / Anasius nposegen no 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, n3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /

/ OpHopoaHOCTD 23 MokasaTtenb npuemnemocTtn (AV)

0031pOoBaHNs JomkeH obITb He Bonee 15,0.

Ibuprofen /

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

Paracetamol / 1.6 Mokasatenb npuemnemoctu (AV)

napayeTamon norkeH ObiTb He Bonee 15,0.

10 |Assay/ 390.4 mg 360 to 440 mg of CizHi02
KonuyecTteeHHoe (Ibuprofen) per tablet /
onpenenexHne Ot 360,0 mr go 440,0 mr CsH1502

(nBynpocheH) B TabneTke
324.12mg 2925 to 357.50 mg of CsgHgNO-

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: Tpojykr coorrercrryer 1peGoranmnsm HJT | 3akmodenne: ONOLPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: [MpoBepeno:Himesh Kumar | OnobpeHo: Menemxkep /
Pardeep Kumar E Q—}/J,..; PykoBogurens :Manoj Kumar
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Print Date: Print Date: Print Date:
Hara: 17.05.2022 Hara: 17.05.2022 Hara: 17.05.2022
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND1A

CERTIFICATE OF ANALYSIS Tel:+51 58166 56001-02

CEPTUDOUKAT AHAJIN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, Ta6/1eTKH, NOKPBITHIE IIEHOYHOMH 000104K0ii, 400mr + 325Mr

Batch No / Cepust Ne : V2200843

Batch Quantity / O6bem maptum : 776.0 Kg

Analytical Report No / Ananmutn4yecknii order Ne :

040001570508, 890001590595

Date of Analysis / laTta ananu3za: 17.05.2022

Date of Manufacture / lata npoussoactsa : Apr-2022

Date of Expiry / Cpok rognoctH :Mar-2027

Analysis performed according ND / Ananu3s npoeegen mo HJI: TIN011252/01-110717 (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 / 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
GnucTepy B nadky
KapTOHHY0 BMeCTe C
WHCTpYKUMER No
NPVMEHEHUIO.

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTtok
B MNBX/Al 6nucTep. Mo 1, 2 nnu 20
BGnUcTEpOB B NaYKy KAPTOHHYIO
BMECTE C UHCTPYKLMEN no
MPUMEHEHMIO.

12 | Labeling / MapkupoBka

According to ND / B cootBeTcTaun ¢ H

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
rogHocCT!

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYeT Tpebosanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Jara: 17.05.2022

Jara: 17.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: [Tpoeepeno:Himesh Kumar | Opo6peHo: Menemxep /
Pardeep Kumar ﬁ e PyxoBoautens :Manoj Kumar
- c::,-sr/'// 7'
Print Date: Print Date: Print Date:

Jata: 17.05.2022
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