Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknnu®, TabjieTKH, TOKPBIThIE MJIEHOYHOM 0001049K0it, 400Mr + 325Mmr

Batch No / Cepus Ne : V2100006

Batch

Quantity / O6bem naptuu :

776.000 Kg

Analytical Report No / Anajiutuueckuii oruer Ne :
890001502307, 890001501997

Date of Analysis / laTa ananu3za: 27.01.2021

Date of Manufacture / lata npoussogcrtna : Jan -2021

Date of Expiry / Cpok roanoctn : Dec-2025

Analysis performed according ND / Ananu3 nposeaen mo H: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3am. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

1 |Description / Onncanue

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

tablets;

un cruss seclion- while core /
Tabnetku KancyrosnaHowm
hopmbl, MOKpbITbIE
1 ISHUMHUNA VOUNIVYRUIA
OpaHXeBoro LBEeTa, C pUCKON
HAa  0OOHOA  CTOPNHe;  Ha

nonepeyHoM paspese — a4po
Oenoro usera

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [ Tabnetkn KancynoBuaHoOR
hopMbl,  NOKPbITLIE  MIEHOYHOWN
ODONOYKON OPaHXEBOro LUBETA, €
PUCRUK  HE  OLHUR  CIOPUHY; HA
nonepeyHoMm paspesze — §4po
RAenoro unKu NOYTKM AeNOro LReTa

eweky - The Preovlinet cantieemy (o NTY
Hpumenanue: TTpoaykr covrsercrpyer rpebosauusim HJT

Prepared by /
IToarorosnexo;

Checked by /
IIpoBepeHo:

fipinian - ATTROVE D
Jaruwaenne: OJOBPEILO

Approved by: Meanager/Bxceutive /
OnobpeHo: Menemxep /

Hara: 27.01.2021

Jara: 27.01.2021

Pardeep Kumar Himesh Kumar PyxoBoauTtens
Qﬁ/ M Manoj Kumar M
Print Date: Print Date: Print Date:

Hara: 27.01.2021

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

CAND LES TYSA P LYRAPLLHIN
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyknnH®, TabJieTKH, HOKPBITHIE MIIeHOYHO#H 060M04K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2100006 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / Ananutuyecknii oruer Ne : Date of Analysis / JlaTa ananu3za: 27.01.2021

890001502307, 890001501997

Date of Manufacture / Jlata mpoussoactsa : Jan -2021 | Date of Expiry / Cpok rognocru : Dec-2025

Analysis performed according ND / Ananun3 nposemen o H/I: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3M. Ne 1 ot 06.09.2018, usM. Ne 2 or 23.09.2019)

2 Identification / a) Complies as prescribed/ |The retention time of the main
MoanuHHOCTL B cooTBeTCTBUM C peaks on the chromatogram of the
onncaHvem test solution should correspond to

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

BpemeHa yaepXUBaHUS OCHOBHBIX

nMKoB Ha Xpomartorpamme
UCMNbITYEMOro pacTBopa [OSDKHbI
COOTBETCTBOBATb BpEMEHaMm
yAepXuBaHus nyKoB Ha
XpomaTtorpaMmme pacTeBopa
CTaHpapTHBIX obpasuos
nbynpocbeHa w1 napaudetamona
(paspen «KonuuyectseHHoe
ornpegeneHme)
3 |Average weight and 969.9 mg 940,9 mg to 9991 mg
mass uniformity / (970,0 mg £ 3,0 %) /
CpegHas macca n Or 9409 wmr po 9991 wr
OQHOPOAHOCTbL MO (970,0 mr £ 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 TabneTok — He 6onee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmne: [Tpoaykr coorBercTByeT TpeGopanusam H] | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosnexo: [Iposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
p _ Manoj Kumar J
e | =—= (sl
Print Date: Print Date: Print Dale:
Hara: 27.01.2021 Hara: 27.01.2021 Hara: 27.01.2021

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
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykann®, TabaeTKkH, NOKPHITHIE IEHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2100006 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / AnannTuueckuii order Ne : Date of Analysis / lata ananusa: 27.01.2021

890001502307, 890001501997

Date of Manufacture / JlaTta npoussoactea : Jan -2021  |Date of Expiry / Cpok ronuocru : Dec-2025

Analysis performed according ND / Anaau3 npoeeger mo HJI: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration / 08 minutes 40 seconds Not more than 30 minutes /
Pacnapaemoctb He 6onee 30 muH

S5 |Dissolution / 100% - 103% NLT 70% (Q) C13H102 (lbuprofen)
PaoTnopeline dissolved in 30 minutes /

He menee 70 % (Q) CisH10,
(nbynpocheH) yepes 30 MuH

NLT 70% (Q) CaHaNO»
100% - 104% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHoNO;
(napauetamon) yepes 30 MuH

6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
POLC I BERHDBIE HIPUMETK 1.0% / Cymma npumeceir
ubynpodeHa — He 6onee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHocheHon (MpumMech
napaueTtamona) — He 6onee
0,005%

7 |Water/Boaga 1.2% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanwue: [TpoaykT coorBercTByeT Tpebopanuam HJl | 3axmovenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoBepeHo: Opobpeno: Menemxep /
Pardeep Kumar Himesh Kumar Pyxoroautens

L Manoj Kumar

= —) —
. (gl

Print Date: Print Date: Print Date:
Hata: 27.01.2021 Jara: 27.01.2021 Hata: 27.01.2021

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknua®, TabneTku, NOKpLIThIe IIeHOYHOH 000on04Koit, 400mr + 325Mr

Batch No / Cepust Ne : V2100006 Batch Quantity / Obem naprum :
776.000 Kg
Analytical Report No / Ananutuyccexnii order Ne : Datc of Analysis / JIaTa ananuza: 27.01.2021

890001502307, 890001501997

Date of Manufacture / /lata npoussoacrsa : Jan -2021 _ [Date of Expiry / Cpok roanoctn : Dec-2025

Analysis performed according ND / Auanu3 nposeaen mo H: T1 N011252/01-110717 (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 /
Mukpobuonoruueckas
yuctoTa

a) Total aerobic Less than 10 CFU/y / Nul more than 1000 CFU/y /
microbial count / MeHee 10 KOE/r He 6onee 1000 KOE/r
O6uee yncno
a3poOHbIX
MUKPCOPraHM3MOoB

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 / OBLee yucno
LPONOKEBBIX Y
MMAeCcHEBbIX rpubos
Absent in 1g / OtcytctByeT B [Shall be absent in 1g / OtcyTcTBre

¢) E. coli 1r B1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [poaykr cootBercTByeT TpeboBanusm HIl | 3akmovenne: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar Pykosoaurens
T QJ__’”Q Manoj Kumar
Print Date: Print Date: Print Date:
Jara: 27.01.2021 Hara: 27.01.2021 Hara: 27.01.2021

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
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxnuH®, TabneTKH, MOKPLIThIE IEHOYHOH 000104uK0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2100006 Batch Quantity / O6bem napTHu :
776.000 Kg
Analytical Report No / AHanuTHYecKHii oTueT Ne : Date of Analysis / laTa anam3a: 27.01.2021

890001502307, 890001501997

Date of Manufacture / lata npousBoacrsa : Jan -2021 |Date of Expiry / Cpok roguoctn : Dec-2025

Analysis performed according ND / Anann3 npoeened mo HJI: T1 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)

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

{ OgHopogHOCTL 1.9 MokasaTene npuemnemoctu (AV)

4o3uposaHus AomkeH bbiTb He Donee 15,0.

Ibuprofen /

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

Paracetamol / 20 Mokasartens npuemnemocT (AV)

napaueTtamors JomkeH bbiTb He Bbornee 15,0.

10 [Assay/ 397.3 mg 360 to 440 mg of CizHisO2
KonnuecTBeHHOE (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr C13H1502

(nbynpocpbeH) B Tabnetke

326.85 mg 292.5 to 357.50 mg of CgHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykt cootBercTByeT TpeGosanuam HJ[ | 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: ITpoBepeHo: Onobpeno: Menemxep /

Pardeep Kumar Himesh Kumar PykxoBogurens

Print Date: Print Date: Print Date:

Hara: 27.01.2021 Hara: 27.01.2021 Hara: 27.01.2021

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
CIN: L85195AP1984PLLC004507
www.drreddys.com



Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, TabieTku, NOKPHITHIE MIEHOYHOI 000J0uK0i, 400Mr + 325mr

Batch No / Cepust Ne : V2100006 Batch Quantity / O0bem napTuu :
776.000 Kg
Analytical Report No / AHasiuTHyeckuii oTdyer Ne : Date of Analysis / lata ananu3a: 27.01.2021

890001502307, 890001501997
Date of Manufacture / lata npoussoacrsa : Jan -2021 [Date of Expiry / Cpok roanocru : Dec-2025
Analysis performed according ND / Ananun3 npoeexen mo HJI: II 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)

11 | Package / Ynakoska 10 tablets in PVC/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 TabneTtok
a carton. /o 10 Tabnetok  |B MNBX/Al 6nncTep. Mo 1, 2 unu 20

B MBX/Al 6Grninctep. Mo 1 BrMcTepoB B NadKy KapTOHHYHO
fnucTepy R nAvky RMACTe ¢ UHCTRYKI Mer no
KapTOHHYIO BMECTE C NPUMEHEHUIO.

WHCTpYKUWEeN no

MPUMEHEHWNID.

12 | Labeling / Maprupuska | According 1o ND / B cootBeTetBUM ¢ HA
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpw TomMnopaTypo iic puiwe 26 °C.
14 | Ghelf life / Cpox 5 yeurs /5 1iel

rOAHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumenanne: [Ipoaykt coorsercTByeT Tpebopaimam HJ[ | 3axawyenne: ONOBPEHO
Prepared hy / Checked hy / Approved hy: Manager/Execntive /
lloaroToBieHo: llpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBogutens

IL/‘ (_\\__\l/’//;: Manoj Kumar W
O— .

Print Date: Print Date: Print Date:
Hara: 27.01.2021 Hara: 27.01.2021 Hata: 27.01.2021

Registered Office; 8-2-337. Road No. 3, Baniara Hills. Hyderabad - 500034. A.P. India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85 195AP1984PLLCO04507
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