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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddji,
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
HOykamn®, TabseTkn, NOKPbITHIE NJ1EHOYHOH 000104KO0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201881

Batch Quantity / O6bem napTum : 77?)._0Kg

Analytical Report No / Avanutuuecknii oTuer Ne :
040001640672,890001615255

Date of Analysis / laTa ananuza: 20.09.2022

Date of Manufacture / Jata npousgogcrsa : Aug-2022

Date of Expiry / Cpok rognocru :July-2027

Analysis performed according ND / Auasnus nposenen o HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. No 1 oT 06.09.20_18_.__ n3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onncaxue

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

tablets;

on cross section- white core /
TabneTtku KancynoBuaHoi
copmbl, NOKpbITbIE
NnieHoYHOoM obornoukomn
OpaHXXeBOoro LIBeTa, C PUCKON
Ha OOHOW CTOpOHE; Ha

nonepeyHoMm paspese — a4po
benoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynosBuaHoOwM
hopMbl,  NOKPLITbIE  NNEHOYHOM
OBOSIOUKON OpaHXeBoOro LiBeTa, ¢
PUCKOW Ha OAHOW CTOPOHE; Ha
nonepevyHoMm  paspese A0po
Benoro nnu noyTtn Benoro useTa

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Che():ked by / Approved by: Manager/Executive /
[ToaroroBneHo: IIpoBepeHo: Naresh Kumar | OnobpeHo: Menemxep /
Ankaj Verma /p ? PyxoBoautens :Manoj Kumar
j //}/ @ YKOBOZ anoj J¢
- '“v*z)ﬁ‘/ﬁ
Print Date: Print Date: Print Date:
Hara: 20.09.2022 Hata:20.09.2022 Hata.20.09.2022
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#0140 1900 2900, Fax: +91 40 4900 292%, Email: niaii@direddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +92 98166 56001-02
www.drreddys.com

'Product : lbmin, film-coated tablets 400 mg +325 mg
HOyknuu®, TabiaeTku, NOKPLITHIE MJIEHOYHO 0001049K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201881

Batch Quantity / O6bem naprTuu : 776.6Kg

Analytical Report No / Ananurnueckuii otuer No ;
040001640672,890001615255

| Date of Analysis / Jarta anammsa: 20.09.2022

Date of Manufacture / Jara npon3Boacrsa : Aug-2022

Date of Expiry / Cpok roanoctu :July-2027

Analysis performed according ND / Ananu3z nposegen mo H/: I1N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. No 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2

Identification /
MoanmMHHOCTL

B cooTBeTCTBUM C
onvcaHnem

a) Complies as prescribed/

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
paracetamol
solution (section Assay)/

BpemeHa yaepXuBaHUA OCHOBHbLIX
MUKOB
UCTLITYEMOTro
COOTBETCTBOBATL
yaepXKUBaHNS
XpomaTtorpamme
CTaH4apTHbIX
nbynpocdeHa u
(pazgen
onpeaeneHne»)

ibuprofen and

reference standards

Ha XpomaTorpamme
pacTeopa AOIKHb
BpeMeHaMm

MMKOB Ha
pacTeopa
obpasuos
napauetamorna
«KonunyecteeHHoe

mass uniformity /
CpepaHasa macca u
O[HOPOAHOCTb M0
Macce

3 |Average weight and

968.5 mg

Ot

Complies /cooTBeTcTBUM C

940,9
(970,0 mg £ 3,0 %) /
940,9 wmr po
(970,0 mr + 3,0 %)

mg to 999,1 mg

9991 Mr

18/20 tablets — NMT + 5% /
18/20 TabneTok — He bonee + 5 %
2/20 tablets — NMT £+ 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: IIposepeno: Naresh Kumar | Ono6peHo: Menemxkep /
Ankaj Verma ﬁ\) L @ Pykosoputens :Manoj Kumar
i / 5 — ",'
Print Date: Print Date: Print Date:
Hara: 20.09.2022 Hata:20.09.2022 Hata.20.09.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHUKAT AHAJIMU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyknuu®, TadjeTku, HOKPbITHIE NUIEHOYHOI 00010uKOIi, 400Mr + 325mr

Batch No / Cepust Ne : V2201881

[Batch Quantity / O6bem naprau : 776.0Kg

040001640672,890001615255

Analytical Report No / Anaautnyeckuii oTuer Ne :

Date of Analysis / JlaTa anau3a: 20.09.2022 |

Date of Manufacture / Jara npousBoacrsa : Aug-2022

Date of Expiry / Cpok rogsocrn :July-2027

Analysis performed according ND / Ananns nposenen no HJI[: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne [ ot 06.09.2018, uzm. Ne 2 01 23.09.2019)

4 |Disintegration /
Pacnapaemoctb

07 minutes 31 seconds

Not more than 30 minutes /
He tonee 30 muH

5 |Dissolution /
PactsopeHue

97% - 102%

97% - 101%

NLT 70% (Q) Ci3H1s02 (Ibuprofen)
dissolved in 30 minutes /
He wmernee 70 % (Q)
(nbynpodeH) uepes 30 MuH

Ci3H1502

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

He wmeHee 70 % (Q) CgHgNO:

(napaueTtamon) vepes 30 MUH

6 |Related substances /
PogcteeHHble npumecu

0.03%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
noynpoceHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammnHodeHon (NpUmech
napauetamona) — He bonee 0,005%

7 |Water/Bopa

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: IIpoaykr cootsercrByet Tpebopanusam HJ[ | 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: ITpoeepeno: Naresh Kumar | Ono6peno: Meunemxkep /
Ankaj Verma A @ PykoBoautent :Manoj jK.umar
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Print Date: Print Date: Print Date:
Hara: 20.09.2022 Hara:20.09.2022 Hara.20.09.2022
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Formulation Unit-6

DI’. Reddy s ‘, Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91. 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTHUOUKAT AHAJIM3A

De Dr. Reddy's Laboratories Ltd.
o @
@

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykana®, TabaeTkn, NOKPbIThIE MIEHOYHOI 060104K0#, 400Mr + 325Mr
Batch No / Cepusi Ne : V2201881 Batch Quantlty / OGbem naptuu : 776.0Kg

Analytical Report No / AHannTHYecKHid oTyeT No : Date of Analysis / lata ananu3za: 20.09.2022
040001640672,890001615255
Date of Manufacture / JlaTa npon3BoacTa : Aug-2022 |Date of Expiry / Cpok roguaocru :July-2027
Analysis performed according ND / Ananu3 nposeaen mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruueckas
yncToTa Less than 10 CFU/g /
a) Total aerobic Meree 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6wee yncno
a3poBHbIX
MWUKPOOpPraHu3MoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould Menee 5 KOE/r He 6onee 100 KOE/r
count / Obwee uncno
OPONCKEBBIX U
nrecHeBbIX rpubos
Absent / OTcyTtcTBYeT

c) E. coli Shall be absent in 1g / OTcyTcTBUE B
ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: [Ipoaykr cootBercTByeT TpeGopanuam HJ[ | 3axmouenune: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IHoarorosneHo: ITposepeno: Naresh Kumar | Ono6peHo: Menemkep /
Ankaj Verma @ / . PykoBoautens :Manoj Kumar
@/ (gl et j-_(__
Print Date: Print Date: Print Date:
Hara: 20.09.2022 Hata:20.09.2022 Hata.20.09.2022
PagEEra St 22537, Read ito I, Danjara Hills, Hyderabad - 500034, Telangana, India
1 C 404900 2900, Fax 481 40 4800 2928, Email: mail@drreddys.com

CliN: L§5195AP1934PLC0O4507
wwwy drreddys.com
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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
HOyranu®, TabneTKu, MOKPLITHIE NJIEHOYHOiT 060104 K01, 400Mr + 325Mr

Batch No / Cepus Ne : V2201881

Batch Quzl_ntity / Oobem HapTﬂﬂ_: 776.0Kg

040001640672,890001615255

Analytical Report No / AHajinTH4ecKkuii oTueT Ne

Date of Analysis / JlaTa anasmsa: 20.09.2022

Date of Manufacture / /laTa npounsBoactia : Aug-2022

Date of Expiry / Cpox roauocru :July-2027

Analysis performed according ND / Ananus nposenen no HJI: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 o1 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHOpPOAHOCTL 1.3 MNokaszatens npuemnemoctu (AV)
L,03UpoBaHns OOmKeH ObITh He Bonee 15,0.
Ibuprofen /
nbynpocheH Acceptance value (AV) should be
1.4 not more than 15.0 /
Paracetamol / MNokasaTtenb npuemnemoctu (AV)
napaweTtamon LOoIKeH ObITb He Bonee 15,0.
10 |Assay/ 395.9 mg 360 to 440 mg of Cy3Hig02
KonuuectBeHHoe (Ibuprofen) per tablet /
onpeaeneHune Ot 360,0 mr go 440,0 mr Ci3H10;
(vbynpodcheH) B TabneTke
323.98 mg
2925 to 357.50 mg of CngNOz
(Paracetamol) per tablet /
Ot 292,5 mr no 357,5 mr CsHgNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/

Hpumevaune: [Ipoaykr coorsercTByet TpeGoBannsam HJJ

Opinion : APPROVED
3aknawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moprorosnexo: IIposepeno: Naresh Kumar | Ono6peno: Menemxep /
Ankaj Verma [&/ @ Pykosoantens :Manoj Kumar
Print Date: Print Date: Print Date:
Hata: 20.09.2022 Hata:20.09.2022 HaTa.20.09.2022
Registered Office: 8-2-237, Road N=. 3, Banjara Hilis, Hydeimb D4, Telanganz, Indin

Fel: 291 40 4200 2900, Fax: +51 40 4900 28359,
CIN: L85185AP1984PLCOOH50T
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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

CEPTHDHKAT AHANM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyraun®, TabaeTkH, NOKPLITHIE NICHOYHOIT 000109k0l, 400mMr + 325mr

'Batch No / Cepus Ne : V2201881

Batch Quantity / Oobem napramu : 776.0Kg B

040001640672,890001615255

Analytical Report No / Anaantuyecknii oruer No :

Date of Analysis / laTa anaamza: 20.09.2022

Date of Manufacture / Jlata nponssoacrea : Aug-2022

Date of Expiry / Cpox roanocru :July-2027

Analysis performed according ND / Anaaus nposexen o HJI: [1 NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ 13m. Ne 1 ot 06.09.2018, n3m. No 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 [BX/Al 6nuctep. Mo 1
bnucTepy B nadky
KapTOHHYIO BMecTe ¢
VHCTPpYKUMER no
NMPUMEHEHMIO.

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 6nucTep. Mo 1, 2 unu 20
BrmcTepoB B Nauky KapTOHHYHO
BMECTE C UHCTPYKUMEN NO
NPUMEHEHUIO.

12 | Labeling / Mapkuposka

According to ND / B cooTtsetcTaim ¢ H[J

13 | Storage conditions /

XpaHeHune

At temperature not more than 25 °C. /
Mpu TemnepaType He Bbile 25 °C.

Shelf life / Cpok
rofAHOCTH

14

5years /5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: Ipoaykr cootseTcTByeT TpeGoBanusam HI[ | 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Iposepeno: Naresh Kumar | Ono6peno: Menemkep /
Ankaj Verma ﬂ} n Pykosonurens :Manoj Kumar

o '
Print Date: Print Date: Print Date:
Hara: 20.09.2022 Hara:20.09.2022 Jata.20.09.2022

Registered Office: 8-2-337, Road No_ 3. Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fasx: +51 40 4900 2299, Emaii: mail@drreddys.com

CIN: L851C5AP1984PLC0O04507

www.drreddys.com




