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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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxkaun®, TabeTky, NOKPbIThIE NJIEHOYHOI 060J104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne

1 V2200288

Batch Quantity / O0beM napTum :
776.000 Kg

040001522639

Analytical Report No / Ananurndeckuii oTuet No :

Date of Analysis / /laTa ananu3a: 19.02.2022

Date of Manufacture / JlaTa npouzBoacTea : Jan-2022

Date of Expiry / Cpok roanoctu : Dec-2026

Analysis performed according ND / Ananu3 nposeaes nmo HJI[: IIN011252/01-110717 (amend Ne 1 from
06.09.2018, 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 / OnucaHne

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

tablets;

on cross section- white core /
TabneTkn  kancyrosuaHon
dhopmbil, NOKpbITblEe
NIEHOYHOMN obonoykoi
OpaHKeBoro LiBeTa, C pUCKon
Ha OfHON CTOpOHe; Ha

nonepeyHom paspese — a4po
Genoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn kancynosuaHow
dopMbl,  MOKPbITHIE  NIIEHOYHOW
obornoykon opaHXeBoro useTa, C
pucKOW Ha OOHOW CTOpOHe; Ha
nonepevyHoMm  paspese a4po
©enoro nnu noyTtn 6enoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmwuenue: OJOBPEHO

Jata: 19.02.2022

Jata: 19.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
HoarorosneHo: [IposepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautenn
Cj‘” C:’S'//J Amit Kumar {r&,,w —
Print Date: Print Date: Print Date:

Jara: 19.02.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':"

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
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CEPTUOPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknun®, TabjeTkH, MOKPBITHIE IJIEHOYHOI 000104K0i, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200288

Batch Quantity / O6bem napTiu :
776.000 Kg

Analytical Report No / AHaqMTHYecKH il oT4eT Ne :
040001522639

Date of Analysis / laTta ananu3za: 19.02.2022

Date of Manufacture / laTta npon3soacTsa : Jan-2022

Date of Expiry / Cpox rogaocts : Dec-2026

Analysis performed according ND / Ananu3 nposeaen no H: I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Na 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

MNoanuHHocTb B cooTtBeTcTBUM C
onucaHnem

2 Identification / a) Complies as prescribed/

chromatogram of ibuprofen

solution (section Assay)/

yaepXusaHua NUKoB

onpeneneHvey)

3 |Average weight and 967.7 mg
mass uniformity /
CpeaHsasa macca v
OAHOPOAHOCTb MO
macce

940,9 mg to 9991
(970,0 mg + 3,0 %) /

Or 9409 wmr po 9991
(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/

Opinion : APPROVED

IIpumeuanue: [Tpoaykrt coorBeTcTBYeT TpeGosanusam HJI | 3akmodenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: ITposepeHno: Opobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoautenn
- ' L_L// Amit Kumar Iﬁ(_f N,
-— { /
Print Date: Print Date: Print Date:
Hara: 19.02.2022 Hara: 19.02.2022 Hara: 19.02.2022

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

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

paracetamol reference standards

BpemeHa yaepXuBaHWUS OCHOBHbIX
nvKoB Ha XpoMaTorpamme
UCMbITYEeMOro  pacTBopa  [AOMKHbI
COOTBETCTBOBATb BpemMeHam

XpomaTtorpamme pacTtBopa
CTaHOAPTHBIX obpasLoB
umbynpocdeHa U  napauetramona
(paspen «KonunyecreseHHoe
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CEPTHO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxanH®, TabjieTKH, NOKPHITHIE IJIEHOYHOH 000104KO0MH, 400Mr + 325Mr

Batch No / Cepus Ne : V2200288

Batch Quantity / O6nem mapTun :
776.000 Kg

040001522639

Analytical Report No / Ananutuyecknii oTyer No :

Date of Analysis / Jlata ananu3za: 19.02.2022

Date of Manufacture / JaTta npousBojctsa : Jan-2022

Date of Expiry / Cpok rognoctn : Dec-2026

Analysis performed according ND / Apasm3 nposeaen mo HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
Pacnagaemoctb

09 minutes 32 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PactBopeHue

96% - 101%

99% - 102%

dissolved in 30 minutes /
He meHee 70 %
(nbynpodheH) vepes 30 MuH

NLT 70% Q) CsHoNO-
(Paracetamol) dissolved in
minutes /

He meHee 70 %
(napauetamon) yepes 30 MyH

6 |Related substances /
PoacTeeHHble Npumecu

0.03%

0.0002%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecein
ubynpocpeHa — He Gornee 1,0 %
4-aminophenol (Paracetamol
impurity}) NMT 0.005% /
4-amnHodeHon (NpUMech

7 |Water/ Boga

1.2 %

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

Remarks : The Product conforms to ND/
IIpumeuanne: Ilponykr coorBercTByeT Tpebosanmsm HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToaroromneHo:
Pardeep Kumar

Checked by /
[IposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep /
PyxoBoaurens

— Amit Kumar L

Print Date:
Hata: 19.02.2022

Print Date:
Hara: 19.02.2022

Print Date:
Hara: 19.02.2022
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NLT 70% (Q) C13H1802 (Ibuprofen)

(Q) Ci3H102

(Q) CeH9NO:

napauetamona) — He Bonee 0,005%
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CEPTUOPUKAT AHAJIN3A

Dr.Reddy’s €%¢

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkaun®, TabieTKU, NOKPHIThIE MJIeHOYHOH 060a04K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200288 Batch Quantity / O6bem mapTuu :
776.000 Kg
Analytical Report No / Ananutu4deckuii oryer Ne : Date of Analysis / JlaTta ananu3za: 19.02.2022
040001522639
Date of Manufacture / lata npousBoacrsa : Jan-2022  |Date of Expiry / Cpox roanocts : Dec-2026

Analysis performed according ND / Ananu3 nposeged mo H: TI 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 /
Mukpobuonornyeckas
yucToTa

a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O6b6iuee yncno
a3poOHbIX
MUKpPOOPraHu3MoB

b) Total combined NA Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obwee yncno
OPONOKEBBIX U
nnecHeBbIX rpubos

¢) E. coli NA Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cootBercTByeT TpeGoBanusam HJ[ | 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBieHo: [TpoBepeHo: Onobpeno: Menenxep /
Pardeep Kumar Himesh Kumar Pyxosoauteins
. = Amit Kumar ~ \ - —_

. 2 \{ “f_,..-"
Print Date: Print Date: Print Date:
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Tel : +91 98166 56001-02
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CEPTUOPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxamH®, TaGaeTKH, NOKPLITHIE INIEHOYHO# 00004K0i, 400Mr + 325Mmr

Batch No / Cepus Ne : V2200288

Batch Quantity / O6bem nmapTHu :
776.000 Kg

Analytical Report No / AHaauTudeckrii oraet Ne : Date of Analysis / JlaTa ananmnza: 19.02.2022

040001522639

Date of Manufacture / lata npou3Bojacrsa : Jan-2022 | Date of Expiry / Cpok rognoctn : Dec-2026

Analysis performed according ND / Ananus nposenen mo HJI: I1 N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.

2019/ usM. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 [Uniformity of dosage
units

/ OgHopoAHoOCTE
003MpoBaHUA
Ibuprofen /
ubynpodeH

Paracetamol /

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

1.2 [MokasaTenb npuemnemocTn (AV)
JormKeH ObITs He Gonee 15,0.

Acceptance value (AV) should be
not more than 15.0 /
1.2 [NokasaTenb npuemnemocTtu (AV)

napaudetamon pomkeH 6biTb He Honee 15,0.
10 |Assay/ 394.0 mg 360 to 440 mg of Ci3H4s02
KonuyectseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Ci3H40:2
(nbynpocheH) B TabneTke
328.15 mg 2925 to 357.50 mg of CgHgNO;
(Paracetamol) per tablet /
O1 292,5 mr go 357,5 mr CsHoNO>
(napauetamon) B TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumevanne: [Tpoaykt coorsetcTByeT TpeGoBanusm HI | 3akmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBaeHo: [IpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTens

<

) Amit Kumar &(v: T
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Print Date: Print Date: Print Date:
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxanH®, TabjaeTKH, NOKPLITHIE IJIeHOYHOIT 000/10uKoii, 400Mr + 325Mr

Batch No / Cepns Ne : V2200288

Batch Quantity / O6beM mapTuu :
776.000 Kg

040001522639

Analytical Report No / AHanuTHYeckHii oTdet Ne :

Date of Analysis / JlaTa ananuza: 19.02.2022

Date of Manufacture / lata npouseoacrsa : Jan-2022

Date of Expiry / Cpok rogsoctu : Dec-2026

Analysis performed according ND / Anann3 nposegen mo H/: I 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)

11 | Package / YnakoBka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / No 10 TabneTok
B MBX/Al 6nucTep. Mo 1
6nucTepy B nayvky
KapTOHHYI BMecTe ¢
WHCTPYKUWEN NO

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B NBX/Al 6nvctep. Mo 1, 2 nnun 20
BnMCTepoB B NAYKy KAPTOHHYHO
BMECTe C MHCTPYKUUen no
MPUMEHEHMUIO.

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

XpaHeHue [Mpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years/ 5 net
rogHoCT”

4+ Rdesred torthewd mior s pd Q10000 TFYE3

| 0D D)y

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykt coorBeTcTBYET TpeboBaHusAM HJI

Opinion : APPROVED
3akawouyenue: OJOBPEHO

Prepared by /
[loarotoBaeHo:
Pardeep Kumar

Checked by /
IIposepeno:
Himesh Kumar

—
~
= Ll

Approved by: Manager/Executive /
Onob6peno: Menemxep /
PykoBoaurenb

Amit Kumar !AV" ;\i/"’

Print Date:

JaTa: 19.02.2022

Print Date:
Hata: 19.02.2022

Print Date:
Jlata: 19.02.2022
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