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CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories Ltd.
Forimulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tzl +91 98166 56001-02

CEPTHOHKAT AHAJIM3A

www.drredays.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoyxianH®, Tab1eTKH, NOKPLITHIE IeHOYHOI 000J10uKo0ii, 400mr + 325mr

Batch No / Cepust Ne : V2201127

Batch

Quantity / O6bem mapTun : 727.5Kg

040001594221, 890001598903

Analytical Report No / AnaauTHyecknii oTyer No :

Date of Analysis / JaTa ananusa: 29.06.2022

Date of Manufacture / /lata npoussoacrea : May-2022

Date of Expiry / Cpok roanoctu : Apr-2027

Analysis performed according ND / Ananus nposeaen mo HJI: [1NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 o1 23.09.2019)

Test

Result

Specification

1 |Description / Onucanue

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

on cross section- white core /
TabneTku KancyrnosuaHom
hopmel, NOKpbITbIE
MAeHOYHON oBonoukoli
OPaHXeBoro LBeTa, C PUCKOi
Ha oJHOW CTOpoHe, Ha
nonepeyHom paspese — sapo
6enoro useta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkm «KancynosuaHo
OpMbI,  MOKPbITLIE  MIIEHOYHOW
000MoYKON OpaHXeBoro uBeTa, C
puckoiA Ha opHOW CTOpoHE, Ha
norepevyHoMm  paspese a4po
Benoro unu noytn 6enoro uBeTa

Remarks : The Product conforms to ND/
Hpumeyanue: [TponykT cooTBETCTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmovyenue: OJOBPEHO

Prepared by /
IToaroToBneHo:
Pardeep Kumar

Checked by /
IIpoeepeno: Himesh Kumar

c:zg—/’—g

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
PykoBoauTeny : Amit Kumar

- e s

Print Date:
Hata: 29.06.2022

Print Date:
Hara: 29.06.2022

Print Date:
Hara: 29.06.2022

Registered Office: 8-2-337, Road Nc. 3, Banjara Hills, Hyderabad - 500034, Tclangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 25999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
wwiwdireddys.corn
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Cr. Reddy's Laboratories iLtd.
formuiation Unit-6

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDHUKAT AHAJIU3A www.arreddys.com

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

Hoykann®, TabneTku, NokpbITHIE MJIEHOYHOH 000049K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201127 Batch Quantity / O6bem naprun : 727.5Kg

040001594221, 890001598903

Analytical Report No / AHanuTHuecknii oruer Ne : Date of Analysis / lata ananusa: 29.06.2022

Date of Manufacture / lata npousBoacTBa : May-2022  |Date of Expiry / Cpok roanoctu :Apr-2027

Analysis performed according ND / Ananu3s nposeaen no HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, usm. Ne 2 ot 23.09.20 19)

2 | Identification / a) Complies as prescribed/
[MoanvHHOCTbL B cootBeTCcTBUK 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 yaepuBaHWs OCHOBHbIX
NNKoB Ha Xpomarorpammve
NCNbITYEMOro  pacTeBopa  AOSDKHbI
COOTBETCTBOBATL BpeMeHam
yAepXnBaHns M1KOB Ha
Xpomartorpamme pacTteopa
CTaHA4apTHBIX obpasiios
nbynpocpeHa 1  napaueTamona
(paspen «KonuuyecteeHHoe
onpegeneHe»)

3 |Average weight and 970.7 mg
mass uniformity /
CpepaHsia macca u
OAHOPOAHOCTL MO
macce

Complies /cooTBeTcTBUNM C

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

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

18/20 tablets — NMT + 5% /
18/20 TabneTok — He Bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT coorBeTcTBYeT TpeGosanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoBneHo: [Tposepeno: Himesh Kumar | Ono6peHo: Menemkep /
Pardeep Kumar j }’—\\3 PyxoBoautens :Amit Kumar
L, S / N\ ——
= : ‘¥_‘y
Print Date: Print Date: Print Date:
Hara: 29.06.2022 Hara: 29.06.2022 Hata: 29.06.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

r. Reddy's Laboratories iLtd
Formulation Unit-6

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

CEPTUOHKAT AHAJIU3A

www.drreddvs.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyxauu®, TabjeTKH, NOKPbITHIE LIEHOYHON 0601049K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201127

Batch Quantity / O6bem maptuu : 727.5Kg

040001594221, 890001598903

Analytical Report No / AHajuThyecknii oruer Neo :

Date of Analysis / lata ananu3za: 29.06.2022

Date of Manufacture / lata npou3Boacrsa : May-2022

Date of Expiry / Cpok rogsocrn :Apr-2027

Analysis performed according ND / Ananun3s nposenen no HJI: ITN011252/01-110717 (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)

4 |Disintegration /
PacnagaemocTtb

10 minutes 36 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHue

96% - 99%

96% - 100%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(néynpodeH) yepes 30 muH
NLT 70% (Q)
(Paracetamol) dissolved in
minutes /

He wmeHee 70 % (Q) CsHgNO,
(napaueTtamon) yepes 30 MuH

C13H1802

CsHoNO>
30

6 |Related substances /
PoacteeHHble Npumech

0.03%

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
nbynpodpeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumeck
napauetamora) — He 6onee 0,005%

7 |Water/Bopa

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumevanue: IIponykT coorBercTBYeT TpeboBanusam H]I | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: ITposepeno: Himesh Kumar | Ono6peno: Menemkep /
Pardeep Kumar p c:—_‘}k/_ PyxoBoautens :Amit Kumar

f = . -

el {\-h—c‘-:/

Print Date: Print Date: Print Date:
Hara: 29.06.2022 Hata: 29.06.2022 Hata: 29.06.2022

Registered Office: 8-

2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




‘.0 Dr. Reddv's Laboratcries Lid.

’ .. Formulation Unit-6

Dr. Reddy s ‘. Vill. Khol, Nailagarh Road, Baddli,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS el I‘+9vl 95:166 56001-02
CEPTUDOUKAT AHAJIMU3A www.arreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxknnn®, TabneTKH, NOKPLIThIE IIEHOYHOI 060/104K0i1, 400MT + 325Mr
Batch No / Cepusi Ne : V2201127 Batch Quantity / Oobem maptun : 727.5Kg

Analytical Report No / AnanuTuyeckuii oruer No : Date of Analysis / laTa anaau3za: 29.06.2022
040001594221, 890001598903

Date of Manufacture / Jlata nponspoacra : May-2022 |Date of Expiry / Cpok rognoctn :Apr-2027

Analysis performed according ND / Ananu3s nposegen mo HJI: 1 N011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 or 23.09.2019)

*8 |Microbial limits /
Mukpobuonornyeckas
yucToTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6wee vncrno
a3pobHbIX
MUKPOOPraHU3MOB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / ObLwee yucno
OPONOKEBbLIX 1

nnecHeebIX rpnbos Absent / OTtcyTcTBYeT
c¢) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: ITponykt cooTBeTcTBYeT TpeGoBanusm HJI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoBneHo: Iposepeno: Himesh Kumar | Ono6peHo: Menemkep /
Pardeep Kumar (i/ e \ — PykoBoautens :Amit Kumar
\] & . \/_

Print Date: Print Date: Print Date:
Hata: 29.06.2022 Hara: 29.06.2022 Hara: 29.06.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www . drreddvs,com



Qe
Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS

D Reddv's Laboraicrias Lid.
formulation Unii-¢

Vill. Knol, Naiagarh Koad, Zaddi,
Distt. Solan, H.P,, 172 205, IND1a
Tei:+91 98166 56001-07

CEPTHONKAT AHAJIU3A

www.drraddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, Ta0.1€TKH, NOKPBITHIE MJIEHOYHOI 000/104KO0il, 400Mr + 325Mr

Batch No / Cepust Ne : V2201127

Batch Quantity / O6nem napruu : 727.5Kg

Analytical Report No / Ananurnueckuii oruer No :
040001594221, 890001598903

Date of Analysis / JlaTta ananusza: 29.06.2022

Date of Manufacture / JaTa npoussoacTsa : May-2022

Date of Expiry / Cpok rogHoctH :Apr-2027

Analysis performed according ND / Ananu3s npoBegen mo HJI: IT N011252/01-110717 (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)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OpHOpPOAHOCTL 1.1 MNokasaTtenk npuemnemoctu (AV)
J031poBaHns AomkeH ObITb He Gonee 15,0.
Ibuprofen /
néynpodceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.1 MokasaTenb npuemnemocTtu (AV)
napaueTtamon JomkeH ObiTb He Oonee 15,0.
10 |Assay/ 397.1mg 360 to 440 mg of Cy3Hig02
KonuyecTtseHHoe (Ibuprofen) per tablet /
onpegenexHne Ot 360,0 mr go 440,0 mr C1zH150,
(nbynpodreH) B Tabnetke
321.02 mg 2925 to 357.50 mg of CgHgNO,

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

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeGoBanusam H ]I

Opinion : APPROVED
3axarouenne: OJIOBPEHO

Hara: 29.06.2022

Hara: 29.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTtorneHo: [Iposepeno: Himesh Kumar | Ono6peno: Menenxep /
Pardeep Kumar CJ:/ - PykxoBoautens : Amit Kumar
- -
. N\
K
Print Date: Print Date: Print Date:

Hara: 29.06.2022

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: L85195AP1984PLCO04507
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Dr. Reddv's Lazoratorias L.

Qs

’ Formulation Unit-

Dr. Reddy s ‘. Vill. Khol, ialzgarh Road, Badcdlj,
Distt. Soian, H.P., 173 205, INDiA
T 1-62

CERTIFICATE OF ANALYSIS ~ fel:+91 58156 56002-02
CEPTUOUKAT AHAJIM3A WL diTeGays.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykans®, TabdeTku, NOKPbITbIE MIEHOUYHOI 000109K0ii, 400Mr + 325mr

Batch No / Cepua Ne : V2201127 Batch Quantity / O6bem mapruu : 727 5Kg

Analytical Report No / Anasiurndyeckuii order Ne : Date of Analysis / JaTa ananu3a: 29.06.2022
040001594221, 890001598903
Date of Manufacture / lata mpousBoactea : May-2022 |Date of Expiry / Cpok roguoctu :Apr-2027

Analysis performed according ND / Ananu3 nposenen 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, n3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |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 Tabnetok  |B MBX/Al Gnuctep. Mo 1, 2 nnn 20

B MBX/Al 6nuctep. Mo 1 BnucTepoB B NaYKy KAPTOHHYIO
6rnucTepy B nauky BMECTE C MHCTPYKLMER no
KapTOHHYIO0 BMECTE C NPUMEHEHMIO.

WHCTpYKLUUWEn no

NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cooTeetcTuu ¢ HJl

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

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

FOAHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [ponyxt cootBercTByeT TpeboBanusm HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepeno: Himesh Kumar | Ono6peno: Menemxkep /
Pardeep Kumar p DQI‘Q PykoBonutens :Amit Kumar
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e

Print Date: Print Date: Print Date:
Hara: 29.06.2022 Hata: 29.06.2022 Hara: 29.06.2022

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



