Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknnu®, TabneTku, NOKpbIThIe N1EHOYHOI 00004KOii, 400mMr + 325Mr

Batch No / Cepus Ne : V2101207 Batch Quantity / O6bem nmapTuu :
776.000 Kg
Analytical Report No / Ananutuyeckuii oTyer Ne : Date of Analysis / /laTa ananmsa: 20.07.2021

890001535183, 890001535310

Date of Manufacture / lata npousBoactea : Jun-2021 | Date of Expiry / Cpok rognoctu : May-2026

Analysis performed according ND / Ananu3s nposener mo HJI: TI N011252/01-110717 (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)

S. Test Result Specification

1 |Description / Onucanune [Capsule-like orange-coloured|Capsule-like orange-coloured film-
film-coated one-side scored|coated one-side scored tablets;
tablets; on cross section- white to off-white
on cross section- white core /|core / TabneTkun kancynosugHown
Tabnetkn KancynoBuAHON |(hopMbl,  MOKPbITbIE  MreHOYHOMN

chopmbl, MOKPbITbIE |060MNOYKOM OpaHXeBoro LBeTa, C
NNeHOoYHoIA 0GonoYKoli |[puckoii Ha OOHOW CTOPOHE; Ha
OpaHXXeBOro LiBeTa, C PUCKO|NonepeyHoM paspese — AP0

HAa OOHOW CTOpoHe; Ha|Gernoro unv novtn Benoro LBeTa
nonepeYyHom paspese — s4po
6enoro useTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [poaykr cootsercTByet TpeGosanusm HJI | 3axmouenne: ONOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneHo: [IpoBepeHo: Ono6peno: Menemxep /

Pardeep Kumar Himesh Kumar PykoBoaurens

>

Qb/’: Pavan Kum;]rri Sharma
f 7
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Dr.Reddy’s Q.’

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoykauH®, TabneTku, NOKPBITHIE NIJeHOUYHOMH 0600uK0i, 400mr + 325Mr

Batch No / Cepust Ne : V2101207 Batch Quantity / O6bem naptum :
776.000 Kg
Analytical Report No / AHanuTnyeckuii oTuer Ne : Date of Analysis / laTa anaau3za: 20.07.2021

890001535183, 890001535310

Date of Manufacture / lata npon3soacrea : Jun-2021  |Date of Expiry / Cpox rognocru : May-2026

Analysis performed according ND / Anann3 nposeaen no HJI: TTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/ |The retention time of the main
[NogsinHHOCTL B cooTtBeTCcTBUM C peaks on the chromatogram of the
onncaHuem test solution should correspond to

the retention times of the peaks on
the chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa ygepwuBaHUA OCHOBHBIX

MUKOB Ha XpomaTtorpamme
NCMbITYEMOro pacTBopa AOSKHbI
COOTBETCTBOBATb BpemeHam
yaepXuBaHus NMKOB Ha
XpomaTtorpamme pacTeopa
CTaHAapTHbIX obpaszuoB
néynpodeHa 1 napauetamona
(pasgen «KonuuectseHHoe
onpeaeneHne»)
3 |Average weight and 974.6 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg £ 3,0 %) /
CpepnHsas macca u Or 9409 wmr po 9991 wr
O[HOPOAHOCTL MO (970,0 mr + 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 TabneTok — He Bonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTtok — He 6onee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanwue: [Tpoaykr coorBeTcTByeT TpeGoBanusam HJ | 3axmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBogutenb

Qﬁ/ —JJ— Pavan K}E}lg?a )
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Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaun®, TabaeTku, NOKPHITHIE IVIEHOYHOH 060104K0i, 400MT + 325Mr

Batch No / Cepust Ne : V2101207 Batch Quantity / O6bem naptuu :
776.000 K¢

Analytical Report No / AnanuTndyeckuii oTuer Ne :
890001535183, 890001535310

Date of Analysis / lata ananu3sa: 20.07.2021

Date of Manufacture / JlaTa npon3poactia : Jun-2021 | Date of Expiry / Cpox rognoctu : May-2026

Analysis performed according ND / Anann3s nposeaer mo HJI: [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, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

12 minutes 16 seconds

Not more than 30 minutes /
He ©onee 30 muH

5 |Dissolution /
PacTtBopeHunée

98% - 102%

98% - 100%

NLT 70% (Q) C13H1s02 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H150:2
(nbynpodpeH) 4epesz 30 MUH

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

He -meHee 70 % (Q) CsHsNO-
(napaueTtamon) 4epes 30 MUH

6 |Related substances/
PogcTteeHHbIe npumecu

BDL

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodpeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocheHon (npumech
napauetamona) — He 6onee
0,005%

7 |Water/Bopa

1.7 %

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

Remarks : The Product conforms to ND/
IIpumeuanne: Ilponykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axknmouenue: OJJOBPEHO

Hara: 20.07.2021

Jara: 20.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBogutens
QA—’"’—’:) Pavan Kumar Shf}‘ma
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykauu®, TabneTkH, NOKPLITHIE INIEHOUHOH 000J04K0ii, 400Mr + 325Mr

=

Batch No / Cepus Ne : V2101207

Batch Quantity / O6bem napTuu :
776.000 Kg

890001535183, 890001535310

Analytical Report No / AHajiuTHYecKHi oTyeT No @

Date of Analysis / [laTta ananu3za: 20.07.2021

Date of Manufacture / Jlata mpou3soactsa : Jun-2021

Date of Expiry / Cpok rognoctu : May-2026

Analysis performed according ND / Anann3 nposener no HJI: TIN011252/01-110717 (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)

8 [Microbial limits /
Mukpobuonorudyeckas
umcToTa

a) Total aerobic
microbial count /
O0bLwee yucno
a3pobHbIX
MWUKPOOPraHn3mMoB

b) Total combined
yeasts and mould
count / ObLee uncno
OPONOKEBbIX 1
nnecHeBbIX rpyubos

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

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

Absent in 1g / OTcyTcTBYET B
c) E. coli 1r

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
Blr

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusaM H]I

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
[loaroroBneHo:
Pardeep Kumar

S -

Checked by /
IIpoBepeHo:
Himesh Kumar

c::‘;\.g—”‘"

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBogutens

Pavan Kumar Sharma
"l ; ﬂ /"/
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Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaun®, TabneTKH, NOKPHIThIE NJIeHOUHOI 000a04K0ii, 400mMr + 325Mr

Batch No / Cepusa Ne : V2101207 Batch Quantity / O6bem naptuu :
776.000 Kg
Analytical Report No / AHajquTH9ecKHii oTueT Neo : Date of Analysis / laTa ananuza: 20.07.2021

890001535183, 890001535310

Date of Manufacture / lata nponspoactsa : Jun-2021 | Date of Expiry / Cpok roagsocts : May-2026

Analysis performed according ND / Ananu3 nposeaen no HJI: [1 N011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /

/ OQHOPOAHOCTb 2.0 MokazaTtenb npuemnemocT (AV)

[031poBaHnNA JomkeH ObITk He Bonee 15,0.

Ibuprofen /

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

Paracetamol / 2.0 MokazaTenb npuemnemocTu (AV)

napaueTamon JOMmKeH ObiTb He 6onee 15,0.

10 |Assay/ 399.1 mg 360 to 440 mg of CiHe02
KonuyecteeHHoe (Ibuprofen) per tablet /
onpeperneHue Ot 360,0 mr go 440,0 mr Cq3H10:

(nBynpodben) B TabneTtke

323.77 mg 292.5 to 357.50 mg of CgHsNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO»
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyannue: [Tpoaykr cooteTcTBYET TpeboBanusaM HJI | 3axmodenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIpoBepeHo: Onobpeno: Menemxep /

Pardeep Kumar Himesh Kumar PykoBonuteinb

= Pavan Kumar Sharma
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@o
Dr.Reddy’s ‘_.o.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknuu®, TabneTKH, NOKPBITHIE INIEHOYHOH 060J04K0it, 400Mr + 325Mr

Batch No / Cepust Ne : V2101207 Batch Quantity / O6beM mapTuu :
776.000 Kg
Analytical Report No / Ananutudecknii oTyer Ne : Date of Analysis / Jlata ananu3a: 20.07.2021

890001535183, 890001535310

Date of Manufacture / laTa npousBoictsa : Jun-2021 | Date of Expiry / Cpoxk rognoctu : May-2026

Analysis performed according ND / Ananu3s nposegen mo H/I: TTN011252/01-110717 (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 / Ynakoska |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 leaflet in a leaflet in a carton. / Mo 10 TabneTtok
carton. /Mo 10 Tabnetok 8 |B [NBX/Al 6nuctep. Mo 1, 2 nnn 20
MBX/Al 6nuctep. Mo 1 BnncTepos B Nadky KApTOHHYHO
BGnuctepy B nauky BMeCTE C UHCTPYKUMEN Nno
KapTOHHYIO BMECTE C NPUMEHEHMIO.

WHCTPYKLIMER No
NPUMEHEHMUIO.

12 | Labeling / MapkupoBska | According to ND / B cooTtBetcTeum ¢ HA
13 | Storage conditions / At temperature not more than 25 °C./

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

rogHoCTK
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: Ipoaykr coorBercrByet TpeGosanusam HJ| | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: [Tpoepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoaurenn

) C:;g’,/_,,_—; Pavan Kumar $harma
CJt/ -‘)Y‘-—/I-—:—J_‘—- o

_ _ =

Print Date: Print Date: Print Date:
Hara: 20.07.2021 Hara: 20.07.2021 Hara: 20.07.2021

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



