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Dr.Reddy’s ‘,’o

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AITAJII3A

I’'roduct : Ibuclin, film-coated tablets 400 mg + 325 mg_
HOykaun®, TabieTkH, MOKPHITHIE MIEHOYHOI 060/104K0ii, 400mMr + 325Mmr

Batch No / Cepus Ne: V2101039 Ratch Quantity / Ofwem naprum -
: 776.000 Kg _
Analytical Report No / AHanuTH4Yeckuii oTuer Ne : Date of Analysis / Jlata anann3a: 09.07.2021

890001533386, 890001533330
Date of Manufacture / lata npoussogcrsa : Jun-2021  |Date of Expiry / Cpok rogaocTy ; May-2026
Analysis performed according ND / Ananus nposenen mo I: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 fiow 23.09.2019/ usm. No 1 o1 06.09.2018, uzm. Ne 2 oT 23.09.2019)

S. Test Result Specification

1 |Description / Onucanue | Capsule-like orange-coloured|Capsule-like orange-coloured film-
film-coated one-side scored|coated one-side scored tablets;
tablets; on cross section- white to off-white
on cross section- white core /|core / TabneTku kancynosuaHomn
TabneTtku KarncynoBuaHoW |opmbl,  MOKPbITbIE  MIEHOYHOMN

dopmbl, MOKPbITbIE|0BONOYKON OpPaHXEBOrO LIBETA, C
MNEHOYHOMN 060sI04KON [pHUCKO Ha OOHOW CTOPOHE; Ha
APAIPIARATD LIBATA, © [HCROH | NOHeRe UM padpnan — 1)1

Ha opaHoW cTopoHe; HalBenoro unu noutu 6enoro UseTa
norepe4yHoMm paspese — s4po
Genoro UseTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: I[Tpoaykr cootBercTByeT TpeboBanuam HJI | 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Onobpeno: Menemxep /
Naresh Kumar Pardeep Kumar PykoBogutens

(’/OD Pawan Kumar

Print Date: Print Date: Print Date:
Hara: 09.07.2021 Hara: 09.07.2021 Hara: 09.07.2021

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
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Ho6yxknnu®, Tab1eTKH, NOKPHITbIE NIEHOYHOH 000104K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2101039 Batch Quantity / O6bem napruu :
776.000 Kg
Analytical Report No / AHanuTH4ueckuii oTuer Ne : Date of Analysis / JlaTta ananau3za: 09.07.2021

890001533386, 890001533330

Date of Manufacture / laTa npoussoacrea : Jun-2021  |Date of Expiry / Cpok roaHocts : May-2026

Analysis performed according ND / Auasnu3 nposeaen no H/[: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/ |The retention time of the main
[oafIMHHOCTL B cooTeeTcTBUM C peaks on the chromatogram of the
onucaHuem test solution should correspond to

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

BpemeHa yaepKMBaHUSA OCHOBHLIX

NUKOB Ha XPOMA 1O pamme
MCLILIIYUMUIU  PECTBUPE LU DRHDI
COOTBETCTBOBATL BpeMeHaMm
VAEPKUBAHUA NMAKOB Ha
Xpomarorpamme pacTeopa
CTaHAapTHbIX obpasuos
nbynpoceHa ©“ napaudeTamona
(pazgen «KonunyecTtBeHHoe
NONPRARARHUAY)
3 |Average weight and 971.2 mg 9409 mg to 999,1 mg
maoco uniformity / (970,0 mg £ 3,0 %)/
CpepnHsas macca u Or 9409 wmr po 9991 wr
O4HOPOAHOCTL MO (970,0 mr £+ 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 TabneTok — He Gonee + 5 %
2/20 tablets = NM | L 10'% /
2/20 TabneTok — He Honee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorBercTByeT TpeboBanuam HJ | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IHoarorosneHo: [IpoBepeHo: Ono6peno: Menemxep /
Naresh Kumar Pardeep Kumar PykoBoauTtens
& Q(;,' Pawan Kumar /?
5 ) [ S
Print Date: Print Date: Print Date:
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJNU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaua®, TabaeTKkH, NOKPLITHIE IIEHOYHOI 0060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101039 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / AHaauTH4ecKHi oT4eT Ne : Date of Analysis / laTa ananuza: 09.07.2021

890001533386, 890001533330

Date of Manufacture / Jlata npousBoactsa : Jun-2021  [Date of Expiry / Cpok rogsoctu : May-2026

Analysis performed according ND / Ananu3s nposened no HJI: TI 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)

4 |Nisintegration / 12 minutes 34 seconds Not more than 30 minutes /
PacnagacmocTu He Gonee 30 MuH

5 |Dissolution / 99% - 103% NLT 70% (Q) C13H18O2 (Ibuproten)
PacTBOpeHme digsolved in 30 minutes /

He wmeHee TO % (Q) C13H1302
(néynpocheH) yepes 30 muH

NLT 70% (Q) CsHoNO:
98% - 102% (Paracetamol) dissolved in 30
minules /

He meHee 70 % (Q) CgHoNO:
(napaueTamon) yepes 30 MUH

6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
PoacteeHHbIE NpuMmecH 1.0% / Cymma nipumeceit
ubynpodceHa — He donee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amMuHoeHon (rpumech
napauetamona) — He 6onee
0,005%

7 |Water/Bopga 1.6 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanue: [Tpoaykr cooteercTByeT Tpeboanusm HJ[ | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ion : Tpoeepeno: | Ouobpeno: Menepikep /
Naresh Kumar Pardeep Kumar PykoBoauTens

@ C}ﬁ/ Pawan Kumar
Print Date: Print Date: Print Date:
Hara: 09.07.2021 Hara: 09.07.2021 Jara: 09.07.2021

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
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Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkanu®, TabaeTkH, NIOKPHITHIE IULIEHOYHOMH 0060/104K0ii, 400Mr + 325Mr

Batch No / Cepusa Ne : V2101039 Batch Quantity / O0beM napTuu :
776.000 Kg
Analytical Report No / Anaautndeckuii oruer Ne : Date of Analysis / laTa ananu3za: 09.07.2021

890001533386, 890001533330

Date of Manufacture / /lata nponssoacrea : Jun-2021  |Date of Expiry / Cpok rogHocTn : May-2026
Analysis performed according ND / Anannz nposeaen no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

8 [Microbial limits /
Mukpobuornoruyeckas
yucToTa

a) Tulal agrubic Less Lhan 10 CFU/My / Nul miute than 1000 CFU/Y /
microbial count / MeHee 10 KOE/r He 6onee 1000 KOE/r
O6Lwee uncno
a3pobHbIX
MKKPOOPraHN3MOB

b) Total combinod Loce than 6 CFU/g / Mot moro than 100 CFU/g /
ycasts and mould Menece 5 KOE/r He Bonee 100 KOF/r
count / O0Lee uncno
OPOXCKEBBIX U
nnecHeBbIX rpnboB
Absent in 1g / OtcytctByeT B |Shall be absent in 1g / OTcyTcTBYE

c) E. coli 1r B1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [poaykT cootBercTByeT Tpebopanuam HJ[ | 3akaroyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IporepeHo: OnobpeHo: Menemxep /
Naresh Kumar Pardeep Kumar PykoBoaureinn

@/} ri’/‘ Pawan Kumar J%/
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxaun®, TabieTkn, HOKPBITHIE IIEHOYHOM 06010uK0ii, 400Mr + 325Mr

Batch No / Cepnsi Ne : V2101039 Batch Quantity / O6bem naptum :
776.000 Kg
Analytical Report No / AnasuTuueckuii oTdyer Ne : Date of Analysis / JlaTa anaau3sa: 09.07.2021

890001533386, 890001533330

Date of Manufacture / JlaTta npou3soacrsa : Jun-2021  |Date of Expiry / Cpok rogsoctu : May-2026

Analysis performed according ND / Ananus nposeaen 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, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoAHOCTL 2.0 [NMokasatenb npuemnemocty (AV)
003MpoBaHusA nomxeH 6bITe He Bonee 15,0.
Ibuprofen /
noynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 2.0 MokasaTtenb npuemnemocTu (AV)
napaueTtamMon AomkeH 6biTb He Bonee 15,0.
10 |Assay/ 394.7 mg 360 to 440 mg of Ci3H0;
KonuyecTteeHHoe (Ibuprofen) per tablet /
Ul IpELE! IEHNE Ot 360,0 Mr Ao 440,0 Mr Cq3H1U2
(nBynpodcheH) B TabneTke
324.26 mg 2925 to 357.50 mg of CgHgNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHsNO»
(napaueTamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykt coorBercTByeT Tpebosanusam HJI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IlpoBepeHo: Onobpeno: Menemxep /
Naresh Kumar @1/ Pardeep Kumar PykoBonuTenn

CL’ Pawan Kumar /%—k
Print Date: Print Date: Print Date:
Hata: 09.07.2021 Hara: 09.07.2021 Hata: 09.07.2021
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxann®, TabaeTku, NOKPHITHIE IIEHOYHO 0060104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2101039 Batch Quantity / O6sem napruu :
776.000 Kg
Analytical Report No / Ananurudecknii oTder Ne : Date of Analysis / laTta ananu3za: 09.07.2021

890001533386, 890001533330

Date of Manufacture / [lata npou3ssoacrea : Jun-2021  |Date of Expiry / Cpok rogsaoctu : May-2026

Analysis performed according ND / Amanu3 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, usm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska | 10 tablets in PVC/AI 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information lcaflet in  |leaflst in a carton. / Mo 10 Ta6rieTok
a carton. /Ilo 10 Tabnetok  |B IMBX/Al 6nuctep. Mo 1, 2 unun 20

B MDBX/AL GnneTep. 1o 1 LIMLIEPUB B LIAYRY KEp TOHHY
6nucTepy B nauky BMeECTe C MHCTPYKLKMEN Mno
KapTOHHYIO BMecTe ¢ NPUMEHEHWIO.

VHCTPYKUMEN no

NPUMEHEHUIO.

12 | Labeling / Mapkuposka | According to ND / B cooteeTcTBNM € HJ
13 | Storage conditions / At temperature not more than 25 °C. /

Xpaticiive [y 1gMIISREIVPE He Boiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net

rofAHoCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: IIponykt cootBercTByeT Tpebopanusm H] | 3akmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: IIpoBepeHo: Onob6peHo: Menemxep /
Naresh Kumar Pardeep Kumar PykosoauTenb

@ Qﬁ’i Pawan Kumar ‘;
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