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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, IND1A
Tel : +91 98166 56001-02

www.drreddys.com

CEPTU®HKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yKkAuH®, Ta6aeTKH, MOKPBITHIE M1eHO4YHOi 0601041K0#H, 400Mr + 325mr

Batch No / Cepus Ne : V2201673

Batch Quantity / O6bem naptun : 776.0Kg

040001630101, 890001611263

Analytical Report No / AnanuTu4yeckuii oTyer Ne :

Date of Analysis / lara ananun3sa: 31.08.2022

Date of Manufacture / lata mpon3BoacTBa : Aug-2022

Date of Expiry / Cpok rogsocrn :July-2027

Analysis performed according ND / Ananu3 nposeaen mo HJ[: T N011252/01-110717 (amend Ne 1 from
96.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. |
No

Test

Result

Specification

1| Description / Onucaxue

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

tablets;

on cross section- white core /
TabneTtku KancynosugHom
dopMb!, NOKpbIThIE
NieHo4YHOoM obono4kon
OpaHXeBoro LIBETa, C PUCKON
Ha OJHOW CTOpOHe; Ha

rnonepedHoM paspese — 4po
Gernoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBuaHON
dopMbl,  NOKpbITbIE  MAIEHOYHOW
0GONoYKOl OpaHXeBoro LBETa, C
PUCKOW Ha O[HOW CTOPOHe; Ha
nonepevyHoM  paspese a4po
6ernoro nnu noyt 6enoro UBeTa

RemarKks : The Product conforms to ND/
Hpumeuanue: [Tpoaykr coorserctByeT Tpebosanuam HIL

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Hara: 31.08.2022

Jata:31.08.2022

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

[ToaroToBneHo: IIposepeno: Pardeep Kumar | Ono6peno: Meunemiep /

Naresh Kumar Pyxosoautensy Abhishek Chauhan
& - A

Print Date: Print Date: Print Date:

Hara: 31.08.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MOy KkanH®, TabNeTKH, MOKPbIThIE NJIEHOYHOH 000/104KOi, 400mr + 325mr
Batch No / Cepust Ne : V2201673 Batch Quantity / O6bem napTuu : 776.0Kg

Analytical Report No / AHanuTHYecKHi oTyeT Ne : Date of Analysis / [laTa anajusa: 31.08.2022 |
040001630101, 890001611263
Date of Manufacture / [lata npomBogctsa : Aug-2022 | Date of Expiry / Cpox roguocrn :July-2027
Analysis performed according ND / Anann3 nposeaen mo HJ/: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 | Identification / a) Complies as prescribed/ | The retention time of the main peaks
| MoanMHHOCTL B cooTtBeTCTBUM 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 ygepxuBaHuss OCHOBHbIX
nm1KoB Ha XpomaTorpamme
UCMbITYEMOro pactesopa  [AOSKHbI
COOTBETCTBOBATH BpemMeHam
yAEpKUBAHUA MNKOB Ha
XpomaTtorpamme pacTtsopa
CTaHOapTHBIX obpasuos
ubynpodpeHa 1 napaueTamona
(pasgen «KonnuecteseHHoe
onpegeneHne»)
3 |Average weight and 972.8mg 940,9 mg to 999,1 mg
mass uniformity./ (970,0 mg + 3,0 %) /
CpepHasa macca n Or 9409 wmr pgo 9991 wr
OL4HOPOAHOCTL MO (970,0 mr £ 3,0 %)
Macce
18/20 tablets — NMT £ 5% /
Complies /cooTBeTcTBUN C 18/20 Tabnetok — He 6onee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Bonee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuanne: [IpoayKT cooTBeTCTBYET TpeGosanusm HI[ | 3akmodenue: OJAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBeHo: Iposepeno: Pardeep Kumar | Ono6peno: Menexep /
Naresh Kumar P PykosoauTefs :Abhishek Chauhan
(U =
Print Date: Print Date: Print Date:
Jara: 31.08.2022 Jata:31.08.2022 Jarta: 31.08.2022
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CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
£6ychmH®, Ta6J1eTKH, IOKPLITHIE NJ1eHOYHOI 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201673 Batch Quantity / O6bem napruu : 776.0Kg

Analytical Report No / AHaauTH4YecKHik oT4yer Ne : Date of Analysis / laTa ananusa: 31.08.2022
040001630101, 830001611263

Date of Manufacture / Jlata nponssogctsa : Aug-2022 | Date of Expiry / Cpok roanocrtu :July-2027

Analysis performed according ND / Anaan3 nposeaen no HJ: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration / 09 minutes 30 seconds Not more than 30 minutes /
PacnagaemocTtb He 6onee 30 MyH

5 |Dissolution / 96% - 100% NLT 70% (Q) C13H1sOz (lbuprofen)
PacteopeHune dissolved in 30 minutes /

He wmeHee 70 % (Q) CisHO2
(nbynpodeH) yepes 30 MUH

NLT 70% Q) CsHaNO2
98% - 100% (Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CsHoNO:2
(napauetamon) yepes 30 MUH

6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
PopacTeeHHble npumecu 1.0% / Cymma npumecen
néynpoceHa — He 6onee 1,0 %
0.0002% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-ammnodeHon (npumech
napavetamona) — He 6onee 0,005%

7 |Water/Boga 1.7% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [TpoaykT cootBetcTByeT Tpebosanusam HI[ | 3akmodenue: ONOGPEHO

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

[ToaroToBneHo: ITpoeepeHo: Pardeep Kumar | Ono6peno: Menemkep /

Naresh Kumar Pykosoanrens : Abhishek Chauhan
by N -

Print Date: Print Date: Print Date:

Jata: 31.08.2022 JaTa:31.08.2022 Hara: 31.08.2022

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
CIN: L85195AP1984PLCO04507
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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

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

U6yknun®, TabaeTku, NOKPLITHIE MIEHOUHO# 06004K0i, 400mr + 325Mr

Batch No / Cepns Ne : V2201673

Batch Quantity / O0bem napruu : 776.0K?

040001630101, 890001611263

Analytical Report No / AranuTudecknii oruer Ne :

Date of Analysis / JlaTa ananun3za: 31.08.2022

Date of Manufacture / lata npousBoactsa : Aug-2022

Date of Expiry / Cpox rogaocty :July-2027

Analysis performed according ND / Anaaus nposeaen mo HJI: [T 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)

*8 |Microbial limits /
Mukpobuonorunyeckas
yncroTa

a) Total aerobic
microbial count /
Obuwee uncno
a3poBHbIX

MUKPOOPraHU3MoB

b) Total combined
yeasts and mould
count / O6buwlee 4yncno
OPONOKEBLIX 1
nnecHeBbIX rpnboB

c¢) E. coli

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

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

Absent / OTtcyTcTByeT

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanne: [TpoaykT coorBeTcTByeT Tpebopanuam HJ[ | 3akmouenue: OIOGPEHO

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

[loaroTtoBieHo: IIposepeno: Pardeep Kumar | Ono6peno: Meneep /

Naresh Kumar @g/ " PykoBoaureny : Abhishek Chauhan
- J'\,_.-d

Print Date: Print Date: Print Date:

Jara: 31.08.2022 Hata:31.08.2022 Jara: 31.08.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIU3A

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

HOykauH®, TabeTKH, NOKPBLITHIE NJeHo4YHOiT 060a04Koii, 400mr + 325mr

Batch No / Cepust Ne : V2201673 Batch Quantity / O6bem maptuu : 776.0Kg

040001630101, 890001611263

Analytical Report No / Anaaurudeckuit otuer No : Date of Analysis / /Iata ananmu3a: 31.08.2022

Date of Manufacture / lata npousBoacrsa : Aug-2022 |Date of Expiry / Cpok roanoctu :July-2027

Analysis performed according ND / Ananu3 nposeaen mo H/I: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Neo 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 or 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /

/ OgHopoaHOCTb 0.5 MokazaTtens npuemnemocTtu (AV)

0031poBaHuSA JormkeH ObITb He Bonee 15,0.

Ibuprofen /

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

Paracetamol / Mokasatenb npuemnemocTty (AV)

napaueramon JomkeH ObITb He Bonee 15,0.

10 |Assay/ 398.6 mg 360 to 440 mg of CizH102
KonudecTteeHHOe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr po 440,0 mr C43H+0

(nBynpodbeH) B TabreTke
323.81 mg

2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHgoNO:
(napaueTtamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykt cootBetcTByeT Tpebosanusm HII | 3axmouenne: OMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [TpoBepeHo: Pardeep Kumar | Onobpeno: Menemxep /
Naresh Kumar f PykoBoauteny : Abhishek Chauhan
@Q/ B ki, «
Print Date: Print Date: Print Date: '
Jata: 31.08.2022 Jlata:31.08.2022 Hata: 31.08.2022
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: LB5195AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

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
N6ykauH®, TadsIeTKH, NOKPHIThIE MJIeHOYHO 000a04K0i, 400mr + 325mr

Batch No / Cepust Ne : V2201673

Batch Quantity / Oobem mapTuu : 776.0Kg

040001630101, 890001611263

Analytical Report No / Ananurnyeckuii oruer Ne :

Date of Analysis / JlaTa ananusa: 31.08.2022

|Date of Manufacture / Jlata npoussoacrsa : Aug-2022

Date of Expiry / Cpok roanoctu :July-2027

Analysis performed according ND / Auanu3 nposegen o HJ: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTok
B MBX/Al 6nnctep. Mo 1
onuncTepy B nadky
KapTOHHYO BMECTE C
WHCTpYKUWER no
NPUMEHEHMIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nnctep. Mo 1, 2 vnn 20
OnnUcTEPOB B Nayky KAPTOHHYIO
BMECTe C UHCTpYKLMEN Nno
NPUMEHEHMIO.

12 | Labeling / Mapkuposka

According to ND / B cooteetctBun ¢ H

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHve Mpu TemnepaType He Bblwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net
roAHOCTU

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykT cootsercTyeT TpeGopanuam HJI | 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: IMpoeepeno: Pardeep Kumar | Ono6peHo: Menemxkep /
Naresh Kumar Pykosoautens fAbhishek Chauhan

& = Ly

/

Print Date: Print Date: Print Date: '
Jara: 31.08.2022 Jara:31.08.2022 Jara: 31.08.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4800 2598, Email: mail@drreddys.com
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