Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUEKAT AHAJIN3A

.. 3 Dr. Reddy's Laboratories Ltd.
@

Dr.Reddy’s ‘

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
M6ykaua®, Ta61eTKH, NOKPBITHIE IIEHOYHOH 000/1049KOH, 400mr + 325mr |
Batch No / Cepus Ne : V2200487 Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / Anaiurndecknii orger Ne : Date of Analysis / Jlata ananau3a: 11.04.2022
040001553876, 890001584426
Date of Manufacture / Jlata nponm3BosicTea : Mar-2022 | Date of Expiry / Cpok roanoctu :Feb-2027
Analysis performed according ND / Anayu3s nposenen 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, n3m. No 2 o1 23.09.2019)

S. Test Result Specification
No
1 |Description / OnucaHue |Capsule-like orange-coloured Capsule-like orange-coloured film-
film-coated one-side scored|coated one-side scored tablets;
tablets; on cross section- white to off-white
on cross section- white core /|core / Tabnetku KancynoBUgHON
TabneTtku KancynoBWAHON |pOPMbl,  MOKPLITEIE  MIIEHOYHON

hopmbl, NOKpbITble |060MOYKOA  OpaHXeBoro LpeTa, C
NNeHoYHoM 060MOYKON|PUCKON Ha OAHOW CTOPOHE; Ha
OpaHXXeBoro LIBETa, C PUCKON|NonepeyHoMm  paspese —  SApO

Ha OOHOW CcTopoHe; Ha|Genoro nnm nodtu Genoro LiBeTa
nonepeyHom paspese — A4po
oenoro uBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumedanne: [TpoaykT cooTsercTByeT TpeGosanmsm HIT | 3axmouenye: OJAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [IpoBepeno:Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar - j \ PykoBoauTens

A ) — Manoj Kumar \\Qﬁ/
Print Date: Print Date: Print Date:
Jara: 11.04. 2022 Hara: 11.04. 2022 Jata: 11.04. 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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Dr.Reddy’s Q;

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDUKAT AHAJIM3A

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

N6yknnu®, TabaeTKH, HOKPLITHIE MIEHOYHOH o6oa0uKoii, 400mMr + 325mr

Batch No / Cepns Ne : V2200487 Batch Quantity / O6wem naptuu : 776.0 Kg

040001553876, 890001584426

Analytical Report No / Ananutuyecknii oryer Ne : Date of Analysis / lara ananusa: 11.04.2022

Date of Manufacture / lata npoussoacTea : Mar-2022 | Date of Expiry / Cpok rogaocTu :Feb-2027

Analysis performed according ND / Ananus nposenen no HJI: IINO1 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. No 2 or 23.09.2019)

2 Identification / a) Complies as prescribed/
MoannHHOCTL B cooTBeTCcTBUMK C
onvcaHuem

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 yaepXusaHUs OCHOBHbIX
NUKoB Ha XpomaTtorpamme
NCMbITYyeEMOro  pactsopa  AOSXHbI
COOTBETCTBOBATL BpEMeHam
yaepKNBaHWA NUKOB Ha
Xpomarorpamme pacTeopa
CcTaHgapTHbIX obpasuos
nbynpoceHa 1 napaueramona
(pasgen «KonnuectseHHoe
onpepeneHuey)

3 |Average weight and 969.7 mg
mass uniformity /
CpepaHsas macca un
0OHOPOAHOCTbL NO
macce

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

Ot 9409 wmr pmo 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT £ 5% /
18/20 TabneTok — He Bornee + 5 %
2/20 tablets — NMT + 10% /

2/20 TabneTok — He Bonee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykt coorsercTByeT TpeboBanusam HJT

Opinion : APPROVED
3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBNEHO: [Iposepeno:Himesh Kumar | Ono6peno: Menemwkep /
Pardeep Kumar 4)[’_, o PyKOBOUTENH 5 4
— 3 ——‘-——-———; ‘ Manoj Kumar /|y Lu.e
Print Date: Print Date: Print Date:
Jara: 11.04. 2022 Jata: 11.04. 2022 Jata: 11.04.2022

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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

H6ykaun®, TabaeTKH, MOKPLITHIE I1eHOYHOM o6o.049Koit, 400mr + 325mr

Batch No / Cepns Ne : V2200487

Batch Quantity / O6bem naptuu : 776.0 Kg

040001553876, 890001584426

Analytical Report No / AHanuTHueckuii oTyer Ne :

Date of Analysis / [lata anann3a: 11.04.2022

Date of Manufacture / Jlata npou3Boactsa : Mar-2022

Date of Expiry / Cpok rognocty :Feb-2027

Analysis performed according ND / Ananus nposeaen mo HI: 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, 13m. Ne 2 o1 23.09.2019)

4 |Disintegration /
Pacnapaemoctb

09 minutes 19 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHue

97% - 100%

98% - 103%

NLT 70% (Q) Ci13H1sO2 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(ubynpodbeH) yepes 30 MuH

Ci13H102

NLT 70% Q) CsHoNO:2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHgNO:

(napauetamon) Yepes 30 MUH

6 |Related substances /
PogcTteeHHbIe npumeck

0.03%

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
néynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocheHon (nprmeck
napaueTamona) — 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
Hpumeuanue: [Tponykr cooTBeTcTBYET Tpebosanusm HI| 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosyeHo: Iposepeno:Himesh Kumar | Omo6peno: Menemkep /
Pardeep Kumar N PyxoBonuTtenn

Qf—f C ’Jﬁ Manoj Kumar w/
Print Date: Print Date: Print Date:
Jara: 11.04. 2022 JHata: 11.04. 2022 Hara: 11.04.2022
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Dr.Reddy’s Q}

CERTIFICATE OF ANALY

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

SIS www.drreddys.com

CEPTHOHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykn1ua®, TabaeTKH, TOKPBITHIE MJIeHOYHOH 000/104KO0H, 400mr + 325mr

Batch No / Cepus Ne : V2200487

Batch Quantity / O6bem naptuu : 776.0 Kg

040001553876, 890001584426

Analytical Report No / AnaauTu9ecknii oryer Ne :

Date of Analysis / lata ananusa: 11.04.2022

Date of Manufacture / Jlata npon3soacrsa : Mar-2022

Date of Expiry / Cpok rogHoctu :Feb-2027

Analysis performed according ND / Ananns nposenen mo HJL: [T N011252/01-1 10717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

Microbial limits /
Mukpobuonoruyeckas
uncToTa

a) Total aerobic
microbial count /
O6Lee uncno
a3pobHbIX
MUKPOOPraHM3MOB

*8

b) Total combined
yeasts and mould
count / ObLee 4ucno
OPOXOKEBbIX U
nnecHeBbIX rpnboB

c¢) E. coli

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

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

Absent / OtcyTtcTByeT

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 / OTcyTcTBUNE B
ir

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr coorBercTByet TpeboBanmsam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
[ToaroToBneHO:
Pardeep Kumar i

o

Checked by /
IMposepeHo:Himesh Kumar

- =
e — =
5 ~

= N

Approved by: Manager/Executive /
Ono6peHo: Menemxep /

PykoBoauTtenb -
5_“;1@/

Manoj Kumar

Print Date:
JHara: 11.04. 2022

Print Date:
Jara: 11.04. 2022

Print Date:
Hata: 11.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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Dr.Reddy’s Q‘:

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkaun®, TabeTKH, NOKPBIThIE NIeHOYHOH 000/104KOii, 400Mmr + 325mr

Batch No / Cepus Ne : V2200487

Batch Quantity / O6sem naprum : 776.0 Kg

040001553876, 890001584426

Analytical Report No / AnanaTu4ecknii orTuer Ne : Date of Analysis / [IaTa ananu3sa: 11.04.2022

Date of Manufacture / Jlata npousBojcTsa : Mar-2022 | Date of Expiry / Cpok rogHocTH :Feb-2027

Analysis performed according ND / Anamus nposenen mo HJI: II'NO1 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)

9 |Uniformity of dosage
units

/ OgHopoaHOCTb
0031poBaHnA
Ibuprofen /
nbynpodeH

Paracetamol /

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

1.5 MokasaTenb rpuemnemocty (AV)
OorkeH 6biTe He 6onee 15,0.

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

napaueramon JormkeH ObiTb He 6onee 15,0.

10 |Assay/ 398.9 mg 360 to 440 mg of CizH4O2
KonnuyecTteBeHHOE (Ibuprofen) per tablet /
onpegenexve OT 360,0 mr go 440,0 mr C43H1502

(nbynpocbeH) B TabneTke

324.48 mg 2925 to 357.50 mg of CgHoNO:2

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO-
(napaueramon) B TabneTke

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoaykT cootBercTByeT TpeGosanuam HJI | 3axmouenne: OIOBPEHO

Opinion : APPROVED

Prepared by /
IloarotoBneHo:
Pardeep Kumar J:

Checked by / Approved by: Manager/Executive /
[Ipoepeno:Himesh Kumar | Ono6peno: Menemwkep /

- PykoBoaurens 5
'(_ /-\/ T Manoj Kumar /},EZ ﬁﬁ/

Print Date:
Jata: 11.04. 2022

Print Date:

Print Date:

Hara: 11.04. 2022 JHara: 11.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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, ‘.... Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr. Reddy S . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaua®, TabaeTku, NOKPHIThIE NIeHOYHOH 000104K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2200487 Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / AHamuTHYecKknii oTaeT Ne : Date of Analysis / laTa anamsa: 11.04.2022
040001553876, 890001584426

Date of Manufacture / Jlata npoussoacTsa : Mar-2022 | Date of Expiry / Cpok rogsocts :Feb-2027

Analysis performed according ND / Anamus nposenen no HJI: T1N011252/01-110717 (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)

11 | Package / YnakoBka |10 tablets in PpVC/Al 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. / Mo 10 Tabnetok  |B MBX/Al 6nncTep. Mo 1, 2 unn 20

B MBX/Al 6nuctep. Mo 1 OnMcTepoB B Nadvky KapTOHHYIO
f6nvcTepy B navky BMECTE C UHCTPYKUWei no
KapTOHHYO0 BMeCTe C NPUMEHEHMIO.

MHCTpYKUMEN no

NPUMEHEHMWIO. |

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

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

rO[HOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeaanue: [IpoayKT cooTBeTcTRYeT Tpebosanuam HJI | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneHo: [Tposepeno:Himesh Kumar | Ono6peno: Menemkep /
Pardeep Kumar \ PykoBourens /

‘-_—;[__d__ = ¢ ) ———— | Manoj Kumar i '

Print Date: Print Date: Print Date:
Jata: 11.04. 2022 Hata: 11.04. 2022 Hara: 11.04. 2022

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