[ X
Dr.Reddy’s ‘}'

CERTIFICATE OF ANALY'SIS
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CEPTHOHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuH®, TabieTKH, NOKPbIThIE NIEHO4YHOIT 000/104K0MH, 400Mr + 325Mr

Batch No / Cepust Ne : V2201642

Batch Quantity / O0bem napTun : 776.(ﬁ(_g—

040001622302, 890001608776

Analytical Report No / Anasuruyecknii oruer Ne :

Date of Analysis / Jlata ananu3a: 17.08.2022

Date of Manufacture / Jlata npoussoactsa : Jul-2022

Date of Expiry / Cpok rogaoctu :Jun-2027

Analysis performed according ND / Ananu3z npopenes no HJI: I1 NO11252/01-110717 (amend Ne 1 from |
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onucanune

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

tablets;

on cross section- white core /
Tabnetkn KancyrnoBuaHom
dopmbl, MoKpbITbIE
NSIEHOYHOMN obornoukon
OpaHXeBoro LBeTa, C PUCKOWH
Ha OAHOA CTOpoOHe;, Ha

NonepeyYHoOM paspese — A4po
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBuaHowu
dopMbl,  MNOKPbITbIE  MIIEHOYHOWN
0DONOYKON OpaHXeBOro LBeTa, C
pUCKOM Ha OAOHOW CTOPOHE; Ha
rnonepedyHOM  paspese anpo
Oenoro UnNyv NoYTKN 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT coorBeTcTBYeT TpeboBanusam HJL

Opinion : APPROVED
3akmouyenne: OJIOGPEHO

Prepared by /
HO,ZLFOTOBJ‘IG_HOI
Ankit /

A

Checked by /
[TpoepeHo: Ramakant

e

Approved by: Manager/Executive /
Onobpeno: Meneaxep /
Pykopoautens :Amit Kumar

l;.“\_\"\/

Print Date:
Hara: 17.08.2022

Print Date:
Hara:17.08.2022

Print Date: '
Jata: 17.08.2022
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CEPTUOHUKAT AHAJIU3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoykauH®, TabneTku, NOKPLITHIE NJIEHOUYHOH 0601049K0i, 400Mr + 325Mr -
Batch No / Cepus Ne : V2201642 Batch Quantity / O0bem mapTun : 776.0Kg

Analytical Report No / Ananurudecknii oruer Ne : Date of Analysis / lata ananu3a: 17.08.2022
040001622302, 890001608776

Date of Manufacture / lata npoussoacrsa : Jul-2022 Date of Expiry / Cpok roguoctu :Jun-2027

Analysis performed according ND / Ananu3s nposenen no H/I: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nzm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/ |The retention time of the main peaks
MoannHHOCTL B cooTBeTCcTBUN C on the chromatogram of the test
OnncaHuem solution should correspond to the

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

BpemeHa ypepxnBaHMA OCHOBHbIX

nMKoB Ha XpomaTorpamme
UCMbITYEMOro  pacTBopa  AOSHKHbI
COOTBETCTBOBATH BPEMeHam
yOEPXKUBAHUA nnKoB Ha
Xpomarorpamme pacTBopa
CTaHAAPTHBIX obpasuos
nbynpocpeHa n  napauetamona
(pasgen «KonunuecteeHHoe
onpegeneHue»)
3 |Average weight and 967.6mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg = 3,0 %) /
CpegHsis macca 1 Or 9409 w™mr pgo 9991 wr
O04HOPOAHOCTb MO (970,0 mr = 3,0 %)
macce
18/20 tablets — NMT + 5% /
Complies /cooTBeTcTBMM ¢ [18/20 TabneTok — He Bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTtok — He Gornee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [Ipoaykt coorsercTByeT TpeGosanusam HJI | 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIpoBepeno: Ramakant Onobpeno: Menemxep /
Ankit /\ @ d“g/ PykoBoautens :Amit Kumar
£ g -
Print Date: Print Date: Print Date:
Jara: 17.08.2022 Hara:17.08.2022 Hara: 17.08.2022
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CEPTUOUKAT AHAJIM3A

Product :_I_bu_clin, film-coated tablets 400 mg + 325 mg
HNoykauu®, TabneTku, NOKPLIThIE IIEHOYHOI 000a04K0il, 400mr + 325Mr
Batch No / Cepust Ne : V2201642 Batch Quantity / O6bem maptun : 776.0Kg

Analytical Report No / AnajuTuyeckuii oTuer Ne : Date of Analysis / lata ananu3sa: 17.08.2022 |
040001622302, 890001608776
Date of Manufacture / Jlata npousBoactsa : Jul-2022 Date of Expiry / Cpok roasocrn :Jun-2027
Analysis performed according ND / Ananu3 npoeeaen mo H/I: [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)

| 4 |Disintegration / 11 minutes 16 seconds Not more than 30 minutes /
PacnagaemocTb He 6onee 30 MuH
5 |Dissolution / 99% - 103% NLT 70% (Q) CisH1s02 (Ibuprofen)
PaCTBopeHme dissolved in 30 minutes /

He meHee 70 % (Q) CisH40:
(néynpodpeH) yepes 30 MuH

NLT 70% Q) CsHoNO2
97% - 100% (Paracetamol) dissolved in 30
minutes /

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

6 [Related substances / 0.03% Total impurities of Ibuprofen NMT
PoacteeHHble npumecu 1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %
0.0002% 4-aminophenol {Paracetamol

impurity) NMT 0.005% /
4-amuHodeHon (npumech
napauetamona) — He 6bonee 0,005%
7 |Water/Boga 1.4% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [poxyxr coorBercTByeT Tpebopanusm HJl | 3akmovenne: OJOBPEHO

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

Ioarotosnexo: IIposepeno: Ramakant Onobpeno: Menemxep /

Ankit PykoBoautens :Amit Kumar
b Ra Ao

Print Date: Print Date: Print Date:

Hara: 17.08.2022 Jara:17.08.2022 Hara: 17.08.2022
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Tel : +91 98166 56C01-02

CERTIFICATE OF ANALYSIS "0 e com

CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxkanH®, TabyeTkH, NOKPbLIThIE MJIeHOYHO# 00004K0ii, 400Mr + 325mr
Batch No / Cepust Ne : V2201642 Batch Quantity / Oobem naprun : 776.0Kg

Analytical Report No / AHajsuTudeckuii oruer Ne : Date of Analysis / lara ananuza: 17.08.2022
040001622302, 890001608776
Date of Manufacture / JlaTta npoussoacrsa : Jul-2022 Date of Expiry / Cpok roaHoctu :Jun-2027
Analysis performed according ND / Ananu3 nposeaen no HJI: IT N011252/01-110717 (amend Ne 1 from |
106.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3zm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonorudeckas
yucToTa 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
O6Lyee uncno
a3pobHbIX
MUKPOOPrann3MoB
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 / ObLuee uucno
OPOXCKEBBIX 1

nnecHeBbIX rpubos Absent / OTcyTtcTBYET
¢) E. coli Shall be absent in 1g / OTcyTcTBME B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [Tponykt coorsercryet TpeGopanusm HJI | 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[HoxarorosneHo: ITpoBepeno: Ramakant Ono6peno: Menemxep /
Ankit Pykosoautens :Amit Kumar
/ A @\\A\\» }\,ﬁ\f _
e o "/IF'—'_
Print Date: Print Date: Print Date:
Hara: 17.08.2022 Hara:17.08.2022 Hara: 17.08.2022
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CEPTUDHUKAT AHAJIM3A

Product :_Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknun®, tabaeTku, NOKpPbITHIC IIEHOYHOH 000J04K0ii, 400mMr + 325Mr
Batch No / Cepust Ne : V2201642 Batch Quantity / O0wem naptun : 776.0Kg

Analytical Report No / Anaautuueckuii oryer No : Date of Analysis / Jlata ananusa: 17.08.2022
040001622302, 890001608776
Date of Manufacture / lata npon3Boactsa : Jul-2022 Date of Expiry / Cpok rognocTy :Jun-2027
Analysis performed according ND / Ananu3s nposeaen mo HJ/I: 11 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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHOPOOHOCTL 2.0 Mokasarenb npuemnemocTty (AV)
| 4031MpoBaHus JOoMmKeH OblTh He Gonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
2.0 not more than 15.0 /
Paracetamol / MokasaTtens npuemnemocT (AV)
napaueTtamon AoImKeH ObITb He Gonee 15,0.
10 |Assay/ 403.7 mg 360 to 440 mg of CiHi02
KonunyecteeHHoe (Ibuprofen) per tablet /
onpegenexne Ot 360,0 mr go 440,0 mr Cq3H450-
(nbynpodheH) B Tabnetke
327.28 mg
2925 to 357.50 mg of CgHgNO;
(Paracetamol) per tablet /
O1 2925 mr gpo 357,5 mr CgHgNO-2
(napauetamon) B TabneTtke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykt coorsercTByeT TpeGosanuam HJ | 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIposepeno: Ramakant Onobpeno: Menemxep /
Ankit /" . PykoBoautens : Amit Kumar
3 iy <
| P
Print Date: Print Date: Print Date:
Jara: 17.08.2022 Hara:17.08.2022 Hara: 17.08.2022
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CERTIFICATE OF ANALYSIS "

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, Tad1eTKH, NOKPLIThIE MJIEHOYHOI 060109K0i1, 400Mr + 325Mr
Batch No / Cepust Ne : V2201642 Batch Quantity / O6bem napTuu : 776.0Kg

Analytical Report No / AHaauTHYeckuit oTuer No : Date of Analysis / JIata ananusa: 17.08.2022 |
040001622302, 890001608776
Date of Manufacture / lata npoussoscTsa : Jul-2022 Date of Expiry / Cpok rogaocry :Jun-2027
Analysis performed according ND / Ananu3 nposeaen mo HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, usm. 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  |B MBX/Al 6GnucTtep. Mo 1, 2 unmn 20

B MBX/Al 6nucTep. No 1 OnucTepoB B Nayky KAPTOHHYIO
ornvcTepy B nayvky BMeCTE C UHCTPYKLMEN no
KapTOHHYIO BMECTe C NMPUMEHEHMIO.

UHCTPYKUWER no

NPVUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTBuu ¢ HA,
13 | Storage conditions / At temperature not more than 25 °C. /

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

rogHoCcTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: ITpoaykT cootBercryeT TpeboBanuam HJl | 3axmodenne: ONIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: IIpoBepeHo: Ramakant OnobpeHo: Menemxep /
Ankit /;\ @ L‘M/ Pykosoautens : Amit Kumar
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