Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HGyxaun®, TabeTKy, NOKPHITHIE M1eHOYHOIH 000J1049KOH, 400mr + 325mr

Batch No / Cepus Ne : V2200475

Batch Quantity / O6bem naptun 727.500Kg

Analytical Report No / Ananurudeckuii oryer Ne :
040001540755, 890001579600

Date of Analysis / [laTa ananu3za: 21.03.2022

Date of Manufacture / Jlata npounssogcrsa : Mar-2022

Date of Expiry / Cpox roanoctu :Feb-2027

Analysis performed according ND / Ananu3s npogeaen no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

1 |Description / OnucaHnne

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

tablets;

on cross section- white core /
Tabnetku KancynosugHowm
hopmsil, NOKpbIThIE
MseHoYHON obono4kon
OpaHXeBoro LBeTa, C PUCcKoW
Ha OAHOW CTOpOHe; Ha

rnonepe4HoMm paspese — A4pPo
Oenoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynosBuaHom
PopMbl,  TMOKPbITbIE  MNNIEHOYHOW
06oMNoYKot opaHxeBoro LBeTa, C
pUCKOW Ha OAHOW CTOpOHE; Ha
fonepeYyHom paspese —  A4PO
Bernoro unv noyTn 6enoro UseTa

Renjarks : The Product confgrms to ND/
Ipumeuanue: [Tponykr cooeTcTByeT TpeboBanusM HJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Hara: 17.03.2022

Jarta:17.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: \ [TposepeHo: Ashish Kumar OnobpeHo: Menenxep /
Ramakant ﬂ \ UL 2’ ] PyKoBOAUTEND
QLA ;ﬂﬂ/’ Kusum Lata @é)'
Print Date: Print Date: Print Date:

Hara: 17.03.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

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

N6ykaua®, TabaeTk, NOKPLITHIE ILIeHOYHOH 060104K0ii, 400mr + 325mr

Batch No / Cepus Ne : V2200475 Batch Quantity / O6bem naptuu 727.500Kg

040001540755, 890001579600

Analytical Report No / AHannTHYecKuii oTaeT Ne : Date of Analysis / laTa ananu3a: 21.03.2022

Date of Manufacture / Jlata npoussojicTsa : Mar-2022 | Date of Expiry / Cpox roanocry :Feb-2027

Analysis performed according ND / Anasus nposegen mo HJ[: [IN011252/01-110717 (amend No 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)

2 Identification / a) Complies as prescribed/
MNMoannHHOCTL 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 yaepxuBaHus OCHOBHbIX
N1KoB Ha XpomaTorpamme
UCMbITYEMOro  pacteopa  AOJIKHbI
COOTBETCTBOBATL BpEMEHAM
yaepXnsaHns NUKoB Ha
XpomaTorpamme pacTteopa
CTaHOaPTHbIX obpasuos
néynpodpeHa 1  napauetamona
(pasgen «KonuyectseHHoe
onpeaeneHve)

3 |Average weight and 968.5 mg
mass uniformity /
CpegHsasa macca u
O4HOPOJHOCTb Mo
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 TabneToKk — He Goree £ 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coOTBETCTBYET TpebosaHusam H/L

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrorosnexo: [MpoBepeHo: Ashish Kumar OnobpeHo: Menemxep /
Ramakant (7 U&g‘ : ﬂ?’ ' Pykosoauteib .

. _ Kusum Lata
Print Date: Print Date: Print Date:
Hara: 17.03.2022 Jara:17.03.2022 Hara: 17.03.2022
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Dr.Reddy’s ‘f:;

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTH®HUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxkanH®, Ta6J1eTKH, NOKPhITHIE [JIeHO4HOI 060n09K0it, 400Mr + 325Mr

Batch No / Cepust Ne : V2200475

Batch Quantity / O6bem mapTun 727.500Kg

Analytical Report No / ApaanTnaeckuii or4yer Ne :
040001540755, 890001579600

Date of Analysis / JlaTa ananusza: 21.03.2022

Date of Manufacture / JlaTa npoussoacrsa : Mar-2022

Date of Expiry / Cpok rognoctu :Feb-2027

Analysis performed according ND / AHau3 npoBe/ieH 10 HJ: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 oT 23.09.2019)

4 |Disintegration /
PacnapaemocTb

07 minutes 02 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacteopeHue

93% - 98%

99% - 102%

NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) C13H1502
(nBynpodpeH) yepes 30 MUH

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

He meHee 70 % (Q) CsHoNO:
(napauetamort) Yepes 30 MuH

6 |Related substances /
PoacTBeHHbtE NpUMeECH

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodera — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumech
napaueTtamona) — He Gonee 0,005%

7 |Water / Boaa

1.5 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [Ipopykt coorsercrayeT Tpedosatiiim HJL 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: ; \b IMposepeno: Ashish Kumar Ono6peHo: Menemxep /
Ramakant UM ‘ﬁV ] PykoBoauTeNb ‘

4 Kusum Lata %@@/
Print Date: Print Date: Print Date:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTHO®UKAT AHAJH3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxnuH®, TabeTKH, MOKPbITHIE [LIEHOYHO# 000104K0il, 400Mr + 325Mr

Batch No / Cepust Ne : V2200475

Batch Quantity / O6bem naprun 727.500Kg

040001540755, 890001579600

Analytical Report No / AnanuTi4ecknii 0T4eT Ne:

Date of Analysis / Jlara anaam3a: 21.03.2022

Date of Manufacture / Jlata npoussoacrsa : Mar-2022

Date of Expiry / Cpox roanoctu :Feb-2027

Analysis performed according ND / Anajiu3 nposejieH mno HJI: I1N011252/01-110717 (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)

Microbial limits /
Mukpobuonoruueckas
uucroTa

a) Total aerobic
microbial count /
Obuwee uncno
a3pobHbIX
MUKPOOPraHN3MOB

*8

b) Total combined
yeasts and mould
count / Obuwee uncno
OPOMOKEBbIX U
nrnecHeBbIX rpnbos

c) E. coli

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

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

Absent / OTcyTCcTBYET

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 B
1r

Remarks : The Product conforms to ND/
Hpumeyanue: [TpoJyKT COOTBETCTBYET TPEOOBAHHAM HJ|

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
IToaroroseHo:

Checked by /
IIposepeno:Ashish Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /

PykoBoauTenb
: T

Kusum Lata

Ramakant W
Print Date:

Hara: 17.03.2022

Print Date:
Hata:17.03.2022

Print Date:
Hara: 17.03.2022
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CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTHDUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaIuH®, Tab1eTKH, IOKPLITHIE MJIeHOYHOH 060104K0i, 400mr + 325Mr

Batch No / Cepus Ne : V2200475 Batch Quantity / O6bem napruu 727.500Kg

Analytical Report No / AHaauTHYecKRii oT4yeT No : Date of Analysis / JlaTa ananusa: 21.03.2022
040001540755, 890001579600

Date of Manufacture / Jlata mponssoacrsa : Mar-2022 | Date of Expiry / Cpox roanoctd :Feb-2027

Analysis performed according ND / Ananns nposesen no HJI: [IN011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHOCTb 0.7 MokasaTens npuemnemoctu (AV)
003npoBaHus [omkeH bbiTk He Bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.7 MokasaTens npuemnemocTtu (AV)
napaueramori JorkeH ObiTk He 6onee 15,0.
10 |Assay/ 393.8 mg 360 to 440 mg of CizH4gO2
KonnvecteeHHoe (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 mr go 440,0 mr Ci3H1s0:2
(mbynpocbeH) B Tabnetke
323.85 mg 2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO2
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Tpameuanue: [Ipoaykt coorBercTByet Tpebopanusm HJ[ | 3akmovenne: OJOBPEHO

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

[ToarororneHo: ITpoeepeno: Ashish Kumar Ono6peno: Menemxep /

Ramakant ¢ Q_L% 2 PykxoBoaurens N
W ﬂ’//'/ Kusum Lata w

Print Date: Print Date: Print Date:
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Formulation Unit-6
Dr. Reddy S Qe Vill. Khol, Nelagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS " “0 "0

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyxann®, TabieTKH, NOKPLITLIE IIEHOYHOMH 0601049K0ii, 400Mr + 325Mr
Batch No / Cepus Ne : V2200475 Batch Quantity / O6bem mapruu 727.500Kg

Analytical Report No / Anasuruuecknii otyer No : Date of Analysis / laTa ananusa: 21.03.2022
040001540755, 890001579600

Date of Manufacture / [lata nponsBojcrsa : Mar-2022 | Date of Expiry / Cpox rognoctn :Feb-2027

Analysis performed according ND / Auanus nposenen no 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, u3m. 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. /o 10 Tabnetok  |B MBX/Al 6nucTep. Mo 1, 2 unu 20

B MBX/Al 6nucTep. Mo 1 6nMcTepoB B Nayky KapTOHHYHO
6nuncrepy B nauky BMeECTe C UHCTPYKUMEN Mo
KapTOHHY BMecTe ¢ NPUMEHEHNIO.

MHCTPYKUMEn no

NpUMEHeHMIo.

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

XpaHeHue Mpu Temnepartype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net
rof4HoOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr coorBetcTByeT TpeboBanuam HJ | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo:

HpOBepeHo:AshiZsh Kumar Onobpeno: Menemxep /

Ramakant () Lqﬁ f Pykosoautens R
Al ' Kusum Lata W

Print Date: Print Date: Print Date:
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