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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabieTky, NOKPLIThIE ML1eH0YHOi 060104K0i, 400mr + 325mMr

Batch No / Cepust Ne : V2201130

Batch Quantity / O6bem maptun : 776.0Kg

040001594753, 890001599196

Analytical Report No / Ananurnueckuii oTuer Ne :

Date of Analysis / JlaTa anannsza: 30.06.2022

Date of Manufacture / Jlata npou3BoacTsa : Jun-2022

Date of Expiry / Cpok roguoctn :May-2027

Analysis performed according ND / Anann3 nposeznen mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

film-coated one-side scored
tablets;

on cross section- white core /
Tabnetku KancynoBngHowm
hopmbl, NOKpbIThIE
MreHo4YHOoN obonodkon
OpaHXeBoro useTa, ¢ puckon
Ha OOHOW CTOpPOHe; Ha
rnonepeyYyHoM paspese — s4po
Geroro uBeTa

S. Test Result Specification
No
1 |Description / Onucanue |Capsule-like orange-coloured|Capsule-like orange-coloured film-

coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancyrnoBugHoWn
opmbl,  MOKpbITbIE  MMEHOYHON
00O0mMOYKOM OpaHXeBoro LBeTa, C
puckod Ha OfHOW CTOPOHE; Ha
nonepevyHoMm paspese a0po
Benoro Unun noJTn 6enoro useTa

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoayxT cootBercTBYeT TpedoBannam HJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToaroToBAEHO:

Ankit
(A

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
Pykosomutens :Amit Kumar

P

Print Date:
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CEPTUDPHUKAT AHAJIU3A

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

H6ykiaun®, TabneTkH, NOKPbITbIE NIEHOYHOI 0604049K0i, 400mr + 325mr

Batch No / Cepus Ne : V2201130 Batch Quantity / O6bem naptuu : 776.0Kg

040001594753, 890001599196

Analytical Report No / AHaauTH4eckuii oTver Ne : Date of Analysis / laTa ananu3a: 30.06.2022

Date of Manufacture / lata npousBogctsa : Jun-2022 | Date of Expiry / Cpok rognoctn :May-2027

Analysis performed according ND / Ananus nposegen mo HJ: [T 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)

2 Identification / a) Complies as prescribed/
[MognuHHoCTL B cootBeTcTBUM C
onucaHvem

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 ypepkuBaHuss OCHOBHbIX
NUKOB Ha XpomaTorpamme
NCMbITYEMOro  pacTsopa  [OSIKHbI
COOTBETCTBOBATH BpeMeHaMm
yoepKnBaHus NNKOB Ha
Xpomarorpamve pacTteopa
cTaHOapTHbIX obpasuos
ubynpodeHa 1 napauetamona
(paspen «KonuuecteeHHoe
onpeaeneHue»)

3 |Average weight and 971.0 mg
mass uniformity /
CpegHaa macca 1
O[HOPOAHOCTL MO
Macce

Complies /cooTBeTcTBUAN 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 TabneTtok — He bonee £ 5 %
2/20 tahlate = NMT + 10% /
2/20 Tabnetok — He 6onee £ 10 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykr cootBeTcTBYeT Tpebosanuam HJI

Opinion : APPROVED
3axmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: TIposepeHo: Pardeep Kumar | Ono6peHo: Menemkep /
Ankit ) Pykosoautens :Amit Kumar
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauu®, TabeTKH, NOKPbIThHIE NIEHOUYHO# 000104K0#H, 400mr + 325mMr

Batch No / Cepua Ne : V2201130

Batch Quantity / O6bem naptum : 776.0Kg

040001594753, 890001599196

Analytical Report No / AHanuTH4eckHii oTueT Ne :

Date of Analysis / llata anamu3a: 30.06.2022

Date of Manufacture / JlaTa npousBoacTsa : Jun-2022

Date of Expiry / Cpok roanoctn :May-2027

Analysis performed according ND / Ananus nposeaes nmo 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, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

09 minutes 21 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTteopeHne

95% - 98%

98% - 100%

NLT 70% (Q) Ci3aH1gO2 (lbuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(nbynpodpeH) Yepes 30 mMuH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

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

C13H1502

CsHgNO2
30

6 |Related substances /
PoacTeeHHbIEe npumMecH

7 |Water/Boga

0.04%

0.001 %

Total impurities of lbuprofen NMT
1.0% / Cymma npumecen
nébynpoceHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHoheHoN (NprUmMech
napauetamona) — He 6onee 0,005%

1.5%

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

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT coorBercTByeT TpeboBaHusm HJI

Opinion : APPROVED
3aknouenue: OJOBPEHO

Prepared by /
IloarorosneHo:
Ankit -

Checked by /
[Tposepeno: Pardeep Kumar

12)

=L —

Approved by: Manager/Executive /
Ono6peno: Menemxkep /
Pykopoautens :Amit Kumar
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CEPTUHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykauu®, TabneTku, NOKPbIThIe NIEHO4HOI 060.1049K0#, 400mMr + 325Mmr

Batch No / Cepusi Ne : V2201130

Batch Quantity / O6bem nmaptnu : 776.0Kg

040001594753, 890001599196

Analytical Report No / AHaiuTHYecKuit oTueT Ne :

Date of Analysis / JlaTa anaau3za: 30.06.2022

Date of Manufacture / /lata npou3Boactsa : Jun-2022

Date of Expiry / Cpok roanoctu :May-2027

Analysis performed according ND / Anasus nposeaen mo 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, u3zm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobunonorudeckas
yucToTa

a) Total aerobic
microbial count /
O6Lwwee yncno
a3pobHbIX
MWKPOOPraHU3mMoB

b) Total combined
yeasts and mould
count / OBLee vncno
OPOXOKEBbIX Y
nrecHeBbIX rpnooB

c) E. coli

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

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

Absent / OtcyTcTByeT

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 / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IMposepeno: Pardeep Kumar | Ono6peHo: Menemxep /

Ankit ;A E PykoBomurtens :Amit Kumar
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CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yk1ua®, TabJeTKH, NOKPHLITHIE NeHOYHOiT 060104K0H, 400mr + 325mr

Batch No / Cepusi Ne : V2201130

Batch Quantity / O0bem mapTuu : 776.0Kg

Analytical Report No / AnanuTrnyeckuii oTuer Ne :
040001594753, 890001599196

Date of Analysis / {aTa anaau3za: 30.06.2022

Date of Manufacture / Jlara npousBoncrsa : Jun-2022

Date of Expiry / Cpok rogHocru :May-2027

Analysis performed according ND / Auanu3 nposenen 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)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OaHOPOJHOCTb 2.6 MokazaTenb npuemnemoctu (AV)
0031MpOoBaHUA JorokeH obiTb He Bonee 15,0.
fbuprofen /
néynpocpeH Acceptance value (AV) should be
1.8 not more than 15.0 /
Paracetamol / MokasaTenb npuemnemocTn (AV)
napaueTamorn nornkeH obITb He Bonee 15,0.
10 |Assay/ 389.5 mg 360 to 440 mg of C43Hs02
KonuvecTtseHHoe (Ibuprofen) per tablet /
onpegenenue Ot 360,0 mr go 440,0 mr CizHs02
(nbynpodeH) B TabneTke
320.26 mg 2925 to 357.50 mg of CgHsNO:

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO:>
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cootBeTcTByeT Tpebosanusm HJI | 3axmouenne: ONOSPEHO

Opinion : APPROVED

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITposepeHo: Pardeep Kumar | Ono6peHo: Menemxep /
Ankit par _ PykoBoaurens ;Amit Kumar
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CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknuu®, TabiaeTky, NOKpbITHIE NNIEHOYHOH 000J104K0ii, 400Mr + 325mr

Batch No / Cepust Ne : V2201130 Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / Ananurndeckuii otyer Ne : Date of Analysis / Jlata anaausa: 30.06.2022
040001594753, 890001599196

Date of Manufacture / lata npou3soacrsa : Jun-2022 | Date of Expiry / Cpok rognoctu :May-2027

Analysis performed according ND / Ananan3 nposeaen mo HJI: [1N011252/01-110717 (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)

11 | Package / YnakoBka |10 tablets in PpVC/AI 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 Tabnetox  |B MNBX/Al 6nuctep. Mo 1, 2 unn 20

B MNBX/Al 6rnincTtep. Mo 1 OnucTepoB B NaYKy KAPTOHHYH
BnucTepy B nauvky BMECTE C UHCTPYKLUMEN No
KapTOHHYO BMecCTe ¢ NPUMEHEHUIO.

WHCTPYKUWER No

NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cooTteetcteun ¢ HJ]

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

XpaHeHue [Mpu TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
FOAHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr coorsercTyeT Tpebopanusam HJI | 3axkmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: [poeepeHo: Pardeep Kumar | Onobpeno: Menemxep /
Ankit = / Pykosoautens :Amit Kumar
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