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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauu®, TabaeTKH, IOKPHIThIE IIeHO4HOIi 060104K0i, 400Mr + 325mMr

Batch No / Cepust Ne : V2200839

Batch Quantity / O6bem nmaptuu : 776.0 Kg

040001569322, 890001589803

Analytical Report No / AHasuTHUYecKkHii oT4yer Ne :

Date of Analysis / [laTta anamm3a: 11.05.2022

Date of Manufacture / lara npon3pojcTsa : Mar-2022

Date of Expiry / Cpok roagsoctu :Feb-2027

Analysis performed according ND / Anann3 nposegen 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, u3m. Ne 2 ot 23.09.2019)

S.
No |

Test

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTtku KancynosmaHown
hopmbl, NOKpbIThle
My1eHOYHOMN obonoukomn
OpaHXeBoro LBeTa, ¢ PUCKOn
Ha OAHOW CTOpOHe; Ha

nonepeYHoM paspese — S4po
6enoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkun KancynoBULAHOM
bopmbl,  MOKpbITbIE  NSIEHOYHOM
obonoukoi opaHxeBoro LBeTa, C
pUCKOW Ha OfHOW CTOpPOHE;, Ha
ronepe4yHom paspese aapo
Senoro Unu no4vty 6enoro UBeTa

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBannsam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jata: 11.05.2022

Jara: 11.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroroBneHo:; I[Tposepeno:Naresh Kumar | Ono6peno: Menemkep /

Pawan ng“ @ Pykosoautens :Abhishek Chauhan
f'vfb} ' - /L /

Print Date: Print Date: Print Date: s

Jara: 11.05.2022
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CEPTU®UKAT AHAJIU3A

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

H6ykaun®, Ta61eTKH, IOKPBITHIE MJIeHOYHOH 060104K0#, 400mMr + 325mr

Batch No / Cepus Ne : V2200839 Batch Quantity / O6nem maptuun : 776.0 Kg

040001569322, 890001589803

Analytical Report No / AHanuTHyecKuii oTuer Ne Date of Analysis / lata ananm3a: 11.05.2022

Date of Manufacture / Jlata npon3zsoactsa : Mar-2022 | Date of Expiry / Cpok roanoct :Feb-2027

Analysis performed according ND / Ananus nposenes no HJI: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTB B cooTBeTCTBUM C
onucaHuem

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 yAepXuBaHUsA OCHOBHbIX
NUKoB Ha XpomaTorpamme
ncnbiITyemoro pacrtsopa  AOSTKHbI
COOTBETCTBOBATL BpeMeHaMm
yaepKuBaHus nuKoB Ha
XpomaTtorpamme pacTteopa
cTaH4apTHbIX obpasuos
ubynpocpeHa ¥ napaueramona
(pasgen «KonnyecteBeHHoe
onpeaeneHmne») -

3 |Average weight and 973.4 mg
mass uniformity /
CpegHsasa macca 1
OLHOPOAHOCTL NO
mMacce

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

Or 9409 wmr pgo 999,11 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/
Ipumeuanne: [Tponykr coorBeTcTBYeT Tpebosanmsm HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: ITpoeepeno:Naresh Kumar | Ono6peno: Menemxep /
Pawan Kumar @ Pykosoputens :Abhishek Chauhan
\.‘a}l’" . .I
o = /
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CEPTHO®UKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabneTkH, HOKPLITHIE IIeHO4HOi 0001049K0ii, 400Mr + 325mr

Batch No / Cepus Ne : V2200839

Batch Quantity / O6bem maptun : 776.0 Kg

040001569322, 890001589803

Analytical Report No / AHanuTHYecKHi oT4yeT Ne ¢

Date of Analysis / laTa ananu3a: 11.05.2022

Date of Manufacture / lata npounssojacrsa : Mar-2022

Date of Expiry / Cpok ronsoctu :Feb-2027

Analysis performed according ND / Anasnu3s nposesen no HJ[: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapgaemocTtb

09 minutes 05 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTteopeHue

97% - 101%

101% - 103%

NLT 70% (Q) C13H102 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(mbynpodeH) yepes 30 MuH

C13H1802

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

He meHee 70 % (Q) CsHoNO:2

(napaueTtamon) Yepes 30 MUH

6 |Related substances /
PoacTBeHHbIe npuMecH

0.04 %

0.0002 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecein
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHocpeHon (Npumech
napaleTtamona) — He B6ornee 0,005%

7 |Water/ Bopa

1.2%

Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmwouenue: OJJOBPEHO

Prepared by /
IToaroToB/IEHO:;
Pawan Kumar

o

Checked by /
[TposepeHo:Naresh Kumar

&

Approved by: Manager/Executive /

Onobpeno: Menemxep /

PyKOBOHHTCHIEhiShek Chauhan
/

/

-
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CEPTHO®HKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, Tab1eTKH, NOKPbIThIE 1eHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200839

Batch Quantity / O6bem naptun : 776.0 Kg

040001569322, 890001589803

Analytical Report No / AnannTudecknii ot4yer Ne : Date of Analysis / lata anamu3a: 11.05.2022

Date of Manufacture / Jlata npoussoactsa ;: Mar-2022 | Date of Expiry / Cpok roanocru :Feb-2027

Analysis performed according ND / Anaau3 nposeaes mo HJI: [TN011252/01-110717 (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)

*8 |Microbial limits /

microbial count /
OOLee yncno

yeasts and mould
count / OBLiee yucno
OPOXOKEBbLIX U

Mukpobuonorunyeckas
yucToTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

a3pobHbIX
MUWKpPOOpPraHM3moB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /

He 6onee 100 KOE/r

nnecHeBbIX rpnboB Absent / OtcyTtcTByeT
c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [TpoaykT cootpetcTByeT TpebosanusaM HJI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo:; I[Tposepeno:Naresh Kumar | Ono6peno: Menemkep /
Pawan Eumar Pykooautens ¢ Abhishek Chauhan
{0 @
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CEPTUDUKAT AHAJIU3A

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

No6yknnn®, TabieTkH, NOKPLIThIE MIIEHOYHOH 000J104K0ii, 400Mr + 325MF

Batch No / Cepus Ne : V2200839 Batch Quantity / O6bem maptuu : 776.0 Kg

040001569322, 890001589803

Analytical Report No / AnannTiHueckuii oruer Ne : Date of Analysis / laTa anamuza: 11.05.2022

Date of Manufacture / Jata npousBoacTsa : Mar-2022  |Date of Expiry / Cpok rogaocru :Feb-2027

Analysis performed according ND / Ananus nposegen mo HJI[: I1 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 /
/ OpHopoaHoCTh 1.2 MokaszaTenb npuemnemoctu (AV)
[031MpoBaHUsA aomkeH ObiTb He 6onee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.2 MokasaTtenb npuemnemoctu (AV)
napaueTamorn JormkeH bbITe He 6onee 15,0.
10 |Assay/ 395.6 mg 360 to 440 mg of CiH02
KonuuecteseHHoe (Ibuprofen) per tablet /
onpepeneHue Ot 360,0 mr go 440,0 mr Ci3H1s02
(ubynpodcbeH) B TabrneTke
325.91 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/
Ilpumeuanue: [Tpoaykt cooTBeTcTBYET Tpebosannam HJI

Opinion : APPROVED
Zaxmouenue: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: I[Mpoeepeno:Naresh Kumar
Paw?? Kumar

s Q

Approved by: Manager/Executive /
Ono6peHo: MeHemxep /
PykoBoautens L:ﬁbhishek Chauhan
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CEPTUOUKAT AHAJIN3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxkanE®, TabeTKkH, MOKPLITHIE IVIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200839

Batch Quantity / O6bem naptun : 776.0 Kg

040001569322, 890001589803

Analytical Report No / Ananutuyeckuii oTyer Ne :

Date of Analysis / J/laTa anannsa: 11.05.2022

Date of Manufacture / /laTta npouzBoactBa : Mar-2022

Date of Expiry / Cpok rognoctn :Feb-2027

Analysis performed according ND / Ananus nposeper no HI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. 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 Tabnetok |8 MNMBX/Al 6nucTep. Mo 1, 2 unn 20
B MBX/Al 6nuctep. Mo 1 BriNcTepoB B NaYKy KapTOHHYIO
6nucTepy B nadky BMeCTe C MHCTPYKUMEN o
KapTOHHYIO BMECTe C NPYMEHEHMUIO.

WHCTPYKUKWER Mo
MPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTBUM ¢ H]]
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHoCTN

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
3akaouenue: OJOBPEHO

Prepared by /
IToarorosneHo:
Pawan Kumar

Checked by /
[Tpoeepeno:Naresh Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBoauTens ﬁs}wk Chauhan
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