Dr.Reddy’s ‘_‘:"

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Ho6ykanH®, TabieTKH, NOKPLIThIE IUIEHOYHOH 060J104Koii, 400mr + 325mMr

Batch No / Cepusi Ne : V2200407

Batch Quantity / O6bem mapTuu : 712.5Kg

Analytical Report No / AHanuTHuecKHii oTyeT No :
040001541733, 890001580127

Date of Analysis / faTa ananamza: 22.03.2022

Date of Manufacture / Jlata npon3sojctsa : Feb-2022

Date of Expiry / Cpok roasoctu :Jan-2027

Analysis performed according ND / Ananus nposeaen mo HJL: 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. No 2 01 23.09.2019)

S. Test
No

Result

Specification

1 |Description / OnucaHve

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

tablets;

on cross section- white core /
TabneTku KancynosuaHon
hopmbil, NnoKpbITbIE
NNeHO4YHON obono4kon
OpaHXeBOoro LBeTa, ¢ pucKon
Ha OOHOW CTOpPOHe;, Ha

nonepeyYHom paspese — 4po
Benoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabrneTkn KancynoBuaHon
cdbopmbl,  MOKpbITbIE  NIEHOYHON
0BOMNOYKON OpaHXKeBoOro LBeTa, ¢
PUCKO Ha OfHOW CTOpOHe; Ha
nonepeYyHoMm paspese —  AApO
Senoro nnu noyTn 6enoro UuseTa

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeT TpeGosanuam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToaroroBieHO:

Ramakant () \ﬁ}:'
ll'l".hw“}“ ) .

Checked by /
IIposepeno: Ashish kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxep /

PykoBoaurenn s

Kusum Lata

Print Date:
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Print Date:
Jata:22.03.2022

Print Date:
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, Tab1eTKH, IOKPBITHIE ILIEHOYHOH 060/104K0i, 400mr + 325mr

Batch No / Cepus Ne : V2200407

Batch Quantity / O6bem naptuu : 712.5Kg

Analytical Report No / AnajuTHuecKui oTyer Ne :
040001541733, 890001580127

Date of Analysis / JlaTa ananu3a: 22.03.2022

Date of Manufacture / Jlara npon3ssojicrna : Feb-2022

Date of Expiry / Cpok roanoctu :Jan-2027

Analysis performed according ND / Ananus nposeen mo H/L: 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, u3M. Ne 2 ot 23.09.2019)

2 I[dentification /
MoannHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUM C
onncaHvem

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 ypepxuBaHUs OCHOBHbIX
M1KoB Ha XpomaTorpamme
ucnbiTyeMoro  pacrteopa  LOKHbI
COOTBETCTBOBATH BpemMeHam
yAEPXKNBaHNSA MNKOB Ha
Xpomarorpamme pacTteopa
cTaHAapTHbIX obpasuos
néynpoceHa 1  napauetamona
(paspen «KonnyecteBeHHoe
onpegenexHue»)

3 |Average weight and
mass uniformity /
CpeaHsasa macca n
OLHOPOAHOCTL MO
mMacce

971.8 mg

940,9 mg to
(970,0 mg + 3,0 %) /
Or 9409 wmr pgo
(970,0 mr £ 3,0 %)

9991 mg

999,11 w™r

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/

Ipumeuanue: Ipoaykr coorBetcTByeT Tpebosanuam HJL

Opinion : APPROVED
3axmogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [Mposepeno: Ashish kumar Ono6peno: Menemxep /
Ramakant  ()|) \&J‘ _ 1 l ) PyxoBoauTes R
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Dr. Reddy s °. Vill. Xhol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®HKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
W6yk1un®, TabIeTKH, NOKPHITHIE ILIeHOYHO#H 060104K0M, 400mr + 325mr

Batch No / Cepus Ne : V2200407 Batch Quantity / O6bem naptuu : 712.5Kg

Analytical Report No / AnannTH4eckuif oryer Ne : Date of Analysis / IaTta ananu3a: 22.03.2022
040001541733, 890001580127

Date of Manufacture / [lata npousgsoctsa : Feb-2022  |Date of Expiry / Cpok roanocts :Jan-2027

Analysis performed according ND / Ananu3 nposesen no HJ: [INO1 1252/01-110717 (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)

4 |Disintegration / 09 minutes 12 seconds Not more than 30 minutes /
Pacnapaemoctb He 6onee 30 MuH

5 |Dissolution / 94% - 99% NLT 70% (Q) C1sH1O2 (Ibuprofen)
PactesopeHue dissolved in 30 minutes /

He menee 70 % (Q) Ci3H1s02
(ubynpodheH) 4yepes 30 MUH

NLT 70% Q) CsHsNO2
100% - 102% (Paracetamol) dissolved in 30
minutes /

He menee 70 % (Q) CsHsNO2
(napauetamon) 4epes 30 MyH

6 |Related substances / 0.03% Total impurities of Ibuprofen NMT
PoacteeHHbIE NMpUMecH 1.0% / Cymma npumecei
nbynpodeHa — He 6onee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amunHoceHon (NpYMech
napauertamona) — He 6onee 0,005%

7 |Water/ Boaa 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [Tponykt cooreeTcTByeT TpeGoBanusam HJT | 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBIEHO: [Nposepeno: Ashish kumar Onobpeno: Menemxep /

Ramakant /) {Uﬁ : . 1 _ PyxoBonuTens )
‘ \ ‘)f/l‘/ Kusum Lata 5
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauu®, TabaeTKH, MOKPBIThIe JIEHOYHOH o6oaoukoii, 400mr + 325mr

Batch No / Cepusi Ne : V2200407 Batch Quantity / O6bem mapTou : 712.5Kg

Analytical Report No / Anamuruyeckuii oryer Ne : Date of Analysis / Jlata ananm3a: 22.03.2022
040001541733, 890001580127

Date of Manufacture / /Iata npoussojcria : Feb-2022 | Date of Expiry / Cpok roanocts :Jan-2027

Analysis performed according ND / Ananus nposegen no HJI: T1N011252/01-110717 (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)

*8 |Microbial limits /
MukpoGuonoruyeckas
yncrtoTa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6uee yucno
a3poBHbIX
MUKPOOpPraHu3moB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obwee yncno
OPOXOKEBbBIX U

rnecHeBbIX rpnboB Absent / OtcyTtcTBYeET
c) E. coli Shall be absent in 1g / OTcyTCcTBUE B
ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [IpoayKT cooTBeTcTBYET Tpedosanuam HJL 3axkmoqenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBJyieHo: [Tposepeno: Ashish kumar Ono6peno: Menemxep /
Ramakant (‘_ J _, ;] d PykoBoauTeb .
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Print Date: Print Date: Print Date:
Jara: 22.03.2022 Jara:22.03.2022 Jlata: 22.03.2022

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
www.drreddys.com



q... Dr. Reddy's Laboratories Ltd.
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Formulation Unit-6
Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®HUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UGyKkanH®, TabIeTKH, HOKPLITHIE MJIeHOYHOH 060J09KOH, 400Mmr + 325mr
Batch No / Cepusi Ne : V2200407 Batch Quantity / O6bem naptun : 712.5Kg

Analytical Report No / AHamnTHueckuii oTyer Ne : Date of Analysis / [laTa anamasa: 22.03.2022
040001541733, 890001580127
Date of Manufacture / Jlata nponszsoactea : Feb-2022 | Date of Expiry / Cpok roasocrn :Jan-2027
Analysis performed according ND / Ananu3 npoBe/ieH 1o 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)

9 [Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoOHOCTb 0.7 MokasaTens npuemnemoct (AV)
[031pOoBaHmNA formkeH 6biTe He Bonee 15,0.
Ibuprofen /
noynpodoeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.7 Mokasatenb npuemnemocth (AV)
napaueTamon [omkeH 6blTb He 6onee 15,0.
10 |Assay/ 399.5 mg 360 to 440 mg of Ci3HiO2
KonuyecTtBeHHOE (Ibuprofen) per tablet /
onpegenexHue Ot 360,0 mr o 440,0 mr CisHsO2
(n6ynpodpeH) B TabneTke
326.00 mg 2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr o 357,5 mr CsHoNO>
(napaueTtamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [IpoyKT cOOTBETCTBYET TpeboBanuam HJ1 | 3axmiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBieHo: [Tposepeno: Ashish kumar Onobpeno: MeHemxep /
Ramakant A A l PykoBoauTens .
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Dr. Reddy's Laboratories Ltd.
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauH®, Ta6JIeTKH, MOKPLIThIE NJIEHOYHOH 06o04Ko0it, 400Mr + 325mr

Batch No / Cepus Ne : V2200407

Batch Quantity / O6bem mapTuu : 712.5Kg

Analytical Report No / AHannTHYecKuii oTyer Ne :
040001541733, 890001580127

Date of Analysis / laTa anamu3a: 22.03.2022

Date of Manufacture / Jlata nponsBojcrsa : Feb-2022

Date of Expiry / Cpok roanoctn :Jan-2027

Analysis performed according ND / Ananus nposenen no HJ[: 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, u3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B MBX/Al 6nuctep. Mo 1
onucTepy B Nadky
KapTOHHYO BMECTe C
WHCTpYyKLME no
NPUMEHEHUIO.

10 tablets in PVC/AI blister. 1, 2 or |
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B [BX/Al 6nuctep. Mo 1, 2 unu 20
BRUCTEpPOB B NaYKy KAPTOHHYH
BMECTE C MHCTPyKUMen no
NPUMEHEHMIO.

12 | Labeling / MapkupoBka

According to ND / B cootBeTcTuu ¢ H

13 | Storage conditions /

At temperature not more than 25 °C./

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeGopanmam HJT | 3aKmogenye: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loiroToBACHO: % I[TposepeHo:Ashish kumar Ono6peno: Menemxep /
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AW [ Kusum Lata %ﬁ/
Print Date: Print Date: Print Date:
JHata: 22.03.2022 Jata:22.03.2022 JHata: 22.03.2022

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: L85195AP1984PLC004507
www.drreddys.corn




