Dr.Reddy’s Q%.°

CERTIFICATE OF ANALY

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : 491 98166 56001-02

SIS www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykaun®, TabaeTku, NOKPbIThIE ILIEHOUHOIi 000104KOi, 400mr + 325Mr

Batch No / Cepusa Ne : V2201326

Batch Quantity / O6bem naprun : 766.0Kg

040001601420, 890001602022

Analytical Report No / AHanuTH4YecKui oT4eT Ne :

Date of Analysis / JaTa ananusa: 22.08.2022

Date of Manufacture / [lata nponssojcrsa : Jun-2022

Date of Expiry / Cpok roasocru :May-2027

Analysis performed according ND / Anaau3 nposeaen mo HJI: [ 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 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 /
TabneTkn KancynosugHom
dhopmbl, NMOoKpbITLIE
MeHOYHON obonoykoin
OpPaHXeBoro LBeTa, C pUCKOU
Ha OAHON CTOpOHe; Ha

nonepedyHom paspese — S4po
Genoro ueeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core /| TabneTkn KancyroBUOHOW
opmbl,  NOKpbITbiE  NFIEHOYHOW
060NoYKo oOpaHXxeBoro LuBeTa, C
pUCKOW Ha OAHON CTOPOHE; Ha
nonepeyHomMm paspese aapo
Benoro Uy no4Tn Genoro useTa

Remarks : The Product conforms to ND/
Mpumeuanne: [1poaykr coorBercTByeT TpeboBaHuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loxroroBneHo: ITposepeno: Himesh Kumar | Ono6peno: Menemxep /
Ramakant _ )f Pyxosoautens :Kusum Lata

%\v‘l’ (’:A"—_—HH_‘ ’ — — /"
Print Date: Print Date: Print Date:
IaTa: 22.08.2022 JlaTa:22.08.2022 Hata: 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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIN3A

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

H6ykauu®, TabieTKH, NOKPbITbIE NIeHO4HOi 000/104K0ii, 400Mr + 325mr

Batch No / Cepus Ne : V2201326 Batch Quantity / O6bem naptun : 766.0Kg

Analytical Report No / Ananutu4ecknii order Ne : Date
040001601420, 890001602022

of Analysis / laTta ananu3a: 22.08.2022

Date of Manufacture / JIata npoussoactsa : Jun-2022 | Date of Expiry / Cpok roanocru :May-2027

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018

Analysis performed according ND / Anaaus nposegen no HJ: [T N011252/01-110717 (amend Ne 1 from

, u3M. Ne 2 ot 23.09.2019)

2 | Identification / a) Complies as prescribed/
MoannHHOCTL B cooTBeTCTBUM C
onucaHnem

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 yaepKuBaHWSA OCHOBHBIX
NMKoB Ha Xpomarorpamme
UCMbITYeMOro  pacTBopa  [OSTKHb
COOTBETCTBOBATH BpeMeHam
yaepKusaHus N1KoB Ha
XpomaTorpamme pacTeopa
CTaHOapTHbIX obpasuos
nbynpoceHa 1  napauetamona
(pasgen «KonuyecteeHHoe
onpegeneHune»)

3 |Average weight and 972.9mg
mass uniformity /
CpepnHaga macca 1
OHOPOAHOCTbL MO
Macce

Complies /cooTBeTcTBUMN C

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

OT 9409 wmr pgo 999,11 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/
IIpumeuanne: [TpoaykT cooTBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Prepared by / Checked by /
[ToaroroBneHo: [TpoeepeHo: Himesh Kumar

Ramakant k ;
ol | = =

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PykoBoaurens :Kusum Lata

Print Date: Print Date:
Jata: 22.08.2022 Hata:22.08.2022

Print Date:
IMara: 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 : +91 98166 56001-02

www.drreddys.com

CEPTHOHKAT AHAJTH3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

H6yKkanH®, TabaeTKH, NOKPbIThIe IJIEHOUHOH 060/109KOH, 400mr + 325mr

Batch No / Cepusi Ne : V2201326

Batch Quantity / O6bem naptun : 766.0Kg

040001601420, 890001602022

Analytical Report No / ApanuTuuecknii oTyer No :

Date of Analysis / JlaTa ananu3za: 22.08.2022

Date of Manufacture / [laTa npon3soacTsa : Jun-2022

Date of Expiry / Cpok roanoctu :May-2027

Analysis performed according ND / Ananus nposeaen no HJI: [TNOI 1252/01-110717 (amend Ne 1 from
“06.09.2013, amend Ne 2 from 23.09.2019/ uzM. Ne 1 ot 06.09.2018, u3mM. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

12 minutes 05 seconds

Not more than 30 minutes /
He 6onee 30 myH

S |Dissolution /
PacTteopeHune

96% - 99%

98% - 101%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodcbeH) yepes 30 MUH
NLT 70% Q)
(Paracetamol) dissolved
minutes /

He meHee 70 % (Q) CgHoNO:
(napaueTtamon) yepes 30 MUH

C13H1502

CsHgNO2
in 30

6 |Related substances /
PopacTtBeHHbIE NpumMmecu

0.04%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodeHon (Nnpumecs
napaueTamona) — He 6onee 0,005%

7 |Water/Boaa

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [IpoaykT cootsetcTByeT Tpedosanuam HJI | 3akmouenue: OIOBPEIIO

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

[ToaroroBiieHo: IIposepeno: Himesh Kumar | Ono6peno: Menemxkep /

Ramakant Qﬂ\d— ‘ e PyxoBoautens :Kusum Lata
@w\ / e—— S N t —

Print Date: Print Date: Print Date:

Hara: 22.08.2022 Jara:22.08.2022 Jara: 22.08.2022
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Dr.Reddy’s Q?..'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUOPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6oykanH®, TabJeTKU, NOKPBITHIE MJIeHOYHOil 060104K0il, 400mr + 325mr

Batch No / Cepusi Ne : V2201326

Batch Quantity / O6bem naptum : 766.0Kg

Analytical Report No / AHaauTuuyecknii oryer Ne :
040001601420, 890001602022

Date of Analysis / /laTa ananusa: 22.08.2022

Date of Manufacture / JlaTa npousBoactsa : Jun-2022

Date of Expiry / Cpok rogaocru :May-2027

Analysis performed according ND / Ananu3 nposegen mo 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, u3m. Ne 2 ot 23.09.2019)

*8

Microbial limits /
Mukpobnonorudyeckas
yncToTa

a) Total aerobic
microbial count /
Obulee uncno
a3poBHbIX
MUKPOOpPraHu3mMoB

b) Total combined
yeasts and mould
count/ ObLiee yncno
OpOXOKEBBIX U
nrecHesbIX rpubos

c) E. coli

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

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

Absent / OTtcyTctBYET

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 / OtcyTtcTBUE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED

Tpumcuanuc: [poaykr coorBercryet Tpebopanuam HI | 3akmoyenne: OJOBPEHO

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

[ToarotoBneHo: ITpoeepeno: Himesh Kumar | Opo6peHo: Menemxep /

Ramakant k . ; Pykosoautens :Kusum Lata
@“‘L]w C:"j\— - W/

Print Date: Print Date: Print Date:

Jara: 22.08.2022 Hata:22.08.2022 Hara: 22.08.2022
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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 : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, Ta6aeTKH, IOKPLIThIE MJIEHOYHOH 000104KOi, 400mr + 325mr

Batch No / Cepust Ne : V2201326

Batch Quantity / O0bem napTHH :

766.0Kg

040001601420, 890001602022

Analytical Report No / AHanuTHYecKHii oTyeT N :

Date of Analysis / laTa ananu3za: 22.08.2022

Date of Manufacture / Jlata npousBoacTsa : Jun-2022

Date of Expiry / Cpok rogaoctu :May-2027

Analysis performed according ND / Ananus nposeaen no HJI: [1N011252/01-110717 (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 /
{ OgHopoaHoOCTb 25 MokasaTtenb npuemnemoctn (AV)
0031poBaHnA [OskeH bbiTk He Bonee 15,0.
Ibuprofen /
noynpodpeH Acceptance value (AV) should be
2.5 not more than 15.0 /
Paracetamol / MokasaTtenb npvemnemocTn (AV)
napaugeTamorn JormkeH bbiTb He Bonee 15,0.
10 |Assay/ 398.1 mg 360 to 440 mg of CiH1.0:2
KonunyecTteBeHHoe (Ibuprofen) per tablet /
onpegeneHne OT 360,0 mr go 440,0 mr Ci3H1502
(nBynpocbeH) B TabneTke
323.67 mg
[ 2925 to 357.50 mg of CgHeNO:
| (Paracetamol) per tablet /
Ot 292,5 mr o 357,5 mr CgHgNO2
(napaueTtamon) B Tabnetke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [IpoayKkT cooTBeTcTBYET TpeboBatuam HIL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: ITpoeepeHo: Himesh Kumar | Ono6peno: Menemxep /
Ramakant W == .‘! — PykoBOAUTEND : 1\_1.181,111:1\ a/
Print Date: Print Date: Print Date:
Jata: 22.08.2022 JaTa:22.08.2022 Jlara: 22.08.2022
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q.. Dr. Reddy's Laboratories Ltd,

e - Formulation Unit-6

Dr' Reddy S s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDtA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabieTku, TOKPbITbIE MIeH0YHOl 060104 KOii, 400mr + 325Mr

Batch No / Cepnst Ne : V2201326 Batch Quantity / O6bem naptun : 766.0Kg

Analytical Report No / AnaauTuyeckuii or4yer Ne : Date of Analysis / JlaTa ananun3za: 22.08.2022
040001601420, 890001602022

Date of Manufacture / JJara npouspogcrsa : Jun-2022  |Date of Expiry / Cpok rogHoctu :May-2027

Analysis performed according ND / Anaan3s nposeaen mo HJI: T1N011252/01-110717 (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)

11 | Package / Ynakoeka |10 tablets in PpVC/Al 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 TaBbnetok  |B MBX/Al bnnctep. Mo 1, 2 unun 20

B NBX/Al 6nncrep. Mo 1 OnncTepoB B Nadky KAPTOHHYHO
OnucTepy B navky BMECTE C UHCTPYKLMen no
KapTOHHYO BMecCTe C NPUMEHEHWIO.

WHCTPYKUMEn no

NpUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cootBetcTBnm ¢ HJj

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpun TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
ro4HOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cootseTcTByeT Tpebosannsm HI| | 3akmouenne: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBiieHo: [Iposepeno: Himesh Kumar | Ono6peno: Menemxkep /
Ramakant i‘ PykoBonutens :Kusum Lata
Print Date: Print Date: Print Date:
Jara: 22.08.2022 Hata:22.08.2022 Hata: 22.08.2022

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