Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Ho6yxaun®, Tabiaerku, NOKpHITHIE MJIeHOYHOH 060404K0i, 400Mmr + 325Mmr

Batch No/ Cepna Ne : V2101211

Batch Quantity / O6bem mapThu :
776.000 Kg

Analytical Report No / AnanuTudecknii or4yer Ne :
890001537278, 890001537041

Date of Analysis / JlaTa ananmza: 30.07.2021

Date of Manufacture / /{lata npou3Bojactea : Jun-2021

Date of Expiry / Cpok roauoctu : May-2026

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

S. Test

Result

Specification

1 |Description / Onucanue

Capsule-like arange-coloured
film-coated one-side scored
tablets;
Tabnetku KancyrnoBugHon
dhopmbl, " MOKpbITblE
NNEHOYHON obornoukon
OopaHXeBOro LBeTa, ¢ PUCKON
Ha OAOHOW CTOPOHE, Ha
nonepeyHoOm paspese — A4,p0
6enoro uBeTa

on cross section- white core /

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ TabneTkum KancynoBUOHOW
hopMbl,  MOKPbITHIE  MNEHOYHON
obono4Ykol opaHxeBoro LupeTa, C
pUCKOA Ha OAHOW CTOpOHEe; Ha
nonepedHom paspese — a4po
6enoro vnu no4tn 6enoro UseTa

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoxykT cooTBeTcTBYET TpeboBaHuaM HJL

Opinion : APPROVED
3akiaouenue: OJJOBPEHO

Hata: 31.07.2021

Jara: 31.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosneHo: [IposepeHo: Ono6peno: Menemxep /
Santosh Kumar Maurya Himesh Kumar PyxoBoautens
@@@ﬁ M Pawan Kumar 9‘7/
~ 2}
Print Date: Print Date: Print Date:

Hata: 31.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

N6ykanu®, Ta6iaeTKH, NOKPLIThIE [J1eHOYHOi1 000104K0H, 400mMr + 325Mr

890001537278, 890001537041

Batch No / Cepust Ne : V2101211 Batch Quantity / O6bem napruu :
776.000 Kg
Analytical Report No / Anaaurndecknii oTueT Ne Date of Analysis / J/laTa ananuza: 30.07.2021

Date of Manufacture / JlaTta npounssoactsa : Jun-2021  |Date of Expiry / Cpok rogsocru : May-2026

Analysis performed according ND / Ananu3 nposene mo HJI: [T 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)

2 Identification / a) Complies as prescribed/
flognUMHHOCTL B cooTBeTCTBUM C
onvcaHnem

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 yaepxumBaHUs OCHOBHbIX
nUKoB Ha Xpomarorpamme
NCMbITYEMOro  pacTBopa  [OJDKHbI
COOTBETCTBOBATb BpemMeHam
yaepKMBaHNSA nnkoBs Ha
Xpomarorpamme pacTsopa
CTaHAapTHbIX obpasuos
nbynpocheHa u  napaueTamona
(pazgen «KonnuectseHHoe
onpegeneHne»)

3 |Average weight and 971.4 mg
mass uniformity /
CpegHas macca n
OfHOPOAHOCTbL MO
macce

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

Or 9409 wr pgo 9991 wr
(970,0 mr £ 3,0 %)

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

Remarks : The Product conforms to ND/
ITpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmovenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: IIpoBepeHo: Ono6peno: Menemxep /
Santosh Kumar Maurya Himesh Kumar PykxoBoaurens
. Pawan Kumar \
e | A
Print Date: Print Date: Print Date:
Hata: 31.07.2021 Hara: 31.07.2021 Hata: 31.07.2021
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Dr.Reddy’s ‘f:‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauu®, TabaeTKH, NOKPBITHIE IIJ1eHOYHOH 0001049K0ii, 400Mmr + 325Mr

Batch No / Cepust Ne : V2101211

Batch Quantity / O6bemM napTuu :
776.000 Kg

Analytical Report No / AHanuTH4eckui oTuer Ne :
890001537278, 890001537041

Date of Analysis / lata ananu3a: 30.07.2021

Date of Manufacture / lata npou3Boacrsa : Jun-2021

Date of Expiry / Cpok rogsocts : May-2026

Analysis performed according ND / Ananu3 nposeaes no HJ: [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 /
PacnapgaemocTb

12 minutes 54 seconds

Not more than 30 minutes /
He 6onee 30 mMuH

5 |Dissolution /
PacTteopeHne

99% - 102%

100% - 104%

NLT 70% (Q) CisH1s02 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) C13H1802
(nbynpodbeH) uyepes 30 MuH

NLT 70% Q) CsHsNO>
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoeNO:
(napauetamon) yepes 30 MUH

6 |Related substances /

PoacrtBeHHble npumMecu

0.03%

0.0004%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodpeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (nprmeck
napaueTtamona) — He 6onee 0,005%

7 |Water/Bopa

1.6 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykr cooteeTcTByeT Tpebopanuam HJ[ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpogepeHo: Omo6peHo: Menemxep /
Santosh Kumar Maurya Himesh Kumar PykoBoautens

% QS_’/; Pawan Kumar ‘ gﬂ"f
Print Date: Print Date: Print Date:
Hara: 31.07.2021 Jara: 31.07.2021 Jarta: 31.07.2021
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabJeTKH, NOKPBIThIE NIJ1eHOYHoii 060/104Koi, 400mr + 325Mr

Batch No / Cepus Ne : V2101211 Batch Quantity / O6bemM napTuH :
776.000 Kg
Analytical Report No / AHanutudecknii oTuer Ne : Date of Analysis / /laTa anann3za: 30.07.2021

890001537278, 890001537041

Date of Manufacture / Jlata nponsBojactsa : Jun-2021 | Date of Expiry / Cpok rogaocru : May-2026

Analysis performed according ND / Auanu3 nposeaed mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

8 |Microbial limits /
MwukpoBuronoruyeckas
yncToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6wwee uncno
a3pobHbIX
MUWKPOOPraHU3moB

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 / ObLiee yuucrio
APOMNCKEBBIX U
nJiecHeBbIX rpuboB
Absent in 1g / OtcytcTByeT B |Shall be absent in 1g / OTcyTcTBUE B

c) E. coli 1r ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoayxT cooTeeTcTBYeT Tpebosanusam H]JI | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosineHo: [IpogepeHo: Onobpeno: Menemxep /
Santosh Kumar Maurya Himesh Kumar PykoBonurens

S5 O -
Print Date: Print Date: Print Date:
Jara: 31.07.2021 Hara: 31.07.2021 Hara: 31.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxaun®, TabeTKU, MOKPBIThIE NJIeHOYHOI 060104K0i, 400mr + 325Mr

Batch No / Cepusa Ne : V2101211

Batch Quantity / O6bem napTum :
776.000 Kg

890001537278, 890001537041

Analytical Report No / AHanuTH4yeckunii oTyet No :

Date of Analysis / /lata anann3a: 30.07.2021

Date of Manufacture / lata npon3soicTsa : Jun-2021

Date of Expiry / Cpok rogsocts : May-2026

Analysis performed according ND / Ananus nposeaen mo H/I: [T 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 Acceptance value (AV) should be
units not more than 15.0 /
/ OgHOPOAHOCTb 1.3 MokasaTtenb npuemnemocTy (AV)
J031poBaHus OOImKeH ObITb He 6onee 15,0.
Ibuprofen /
néynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.4 MokasaTtenb npuemnemoctu (AV)
napawuetamorn JomKeH ObITe He Gonee 15,0.
10 |Assay/ 397.4 mg 360 to 440 mg of Ci3H10:
KonuuecTtseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Cq3H4502
(nbynpodpeH) B TabneTke
326.18 mg 2925 to 357.50 mg of CsHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO;
(napaueTtamon) B TabreTke

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanne: [Ipoaykt coorBeTcTBYET Tpebopanuam HJI | 3axmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [IpoBepeHo: Onobpeno: Menemxep /
Santosh Kumar Maurya Himesh Kumar PykoBoauTtens -
@% - —~ Pawan Kumar ' _—
Print Date: Print Date: Print Date:
Hara: 31.07.2021 Hata: 31.07.2021 Hata: 31.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoykauMH®, TabNeTKH, MOKPHITHIE MJIeHOYHOH 06004uKoi, 400Mr + 325Mr

Batch No / Cepusa Ne : V2101211 Batch Quantity / O6bem naprun :
776.000 Kg
Analytical Report No / AHanuTHYecKui oT4eT N¢ : Date of Analysis / JlaTa ananu3a: 30.07.2021

890001537278, 890001537041
Date of Manufacture / {ata npousBoacrsa : Jun-2021  |Date of Expiry / Cpox rognoctn : May-2026

Analysis performed according ND / Auanu3s nposeaer no H/I: [1N011252/01-110717 (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 / YnakoBka |10 tablets in PVC/Al blister. |10 tablets in PVC/AI blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leafletin a leaflet in a carton. / Mo 10 TabneTtok
carton. /Mo 10 Tabnetok B |B NBX/Al 6nuctep. Mo 1, 2 unn 20
MNBX/Al 6nuctep. Mo 1 OnMcTepoB B NavKy KapTOHHYIO
6nucTepy B navky BMECTE C UHCTpYKUUNen rno
KapTOHHYIO BMECTE C NPUMEHEHUIO.

WHCTPYKUMERN no
NPUMEHEHMNIO.

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

XpaHeHvie Mpn Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net

rogHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Tpoxykt coorsercTByer Tpeboanusam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: [IpoBepeHo: Onobpeno: Menemxep /
Santosh Kumar Maurya Himesh Kumar PykoBogutens

w C:—L"Q‘ Pawan Kumar %ﬁ/

Print Date: Print Date: Print Date:
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