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

www.drreddys.com

CEPTUHDOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknuu®, TabJeTKH, MOKPbITHIE NMJIeHOYHOIH 000104K0M, 400Mr + 325Mr

Batch No / Cepust Ne : V2201644

Batch Quantity / O6bem maptuu : 776.0Kg

Analytical Report No / AHanuTH4YecKUii oT4yeT Ne :
040001623068, 890001609203

Date of Analysis / JlaTa anaau3za: 23.08.2022

Date of Manufacture / JiaTa npou3BoacTBa : Aug-2022

Date of Expiry / Cpox roanoctn :July-2027

Analysis performed according ND / Anaau3 nposeaen mo HI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onucaxne

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

tablets;

on cross section- white core /
TabneTkn kancynoBngHowm
chopmbl, NOKpbITbIE
NAeHOYHON obornouvkon
OpaHXeBoro LIBeTa, ¢ PUCKOK
Ha OOHOM CTOpPOHE;, Ha

nonepeyvHoM paspese — a4p0
H6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkm kancynoBUpHoOW
dopMbl,  NOKPbITbIE  MNEHOYHON
o0ono4kon opaHXeBoro LuBeTa, C
pUCKOW Ha OAHOW CTOpPOHE; Ha
nonepeyHoM  paspese A0pO
Genoro wunu noyTn Benoro UgeTa

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponykr cooTBeTcTBYET Tpebosanuam HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

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

[ToarororneHo: IMposepeno: Pardeep Kumar | Ono6peHo: Menemxep /

Ramakant ) PykoBoautens :Manoj Kumar
fd = — 2z

Print Date: Print Date: Print Date:

Hara: 23.08.2022 Hara:23.08.2022 Hara: 23.08.2022
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CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 I'r_lg +325 Eg_

NoyxauH®, TablIeTKH, MOKPbIThIE MAeHOYHOIi 00004K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2201644 Batch Quantity / O6bem nmaptun : 776.0Kg

040001623068, 890001609203

Analytical Report No / ARanuTuyeckuii oryer Ne : Date of Analysis / JlaTa ananusa: 23.08.2022

Date of Manufacture / laTa npoussogctna : Aug-2022 | Date of Expiry / Cpok rogaoctn :July-2027

Analysis performed according ND / Ananu3 nposeaen no HJJ,
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.201

: TIN011252/01-110717 (amend Ne 1 from
8, u3m. Ne 2 01 23.09.2019)

2 Identification / a) Complies as prescribed/
MognnHHOCTL B cooTBeTCTBUMK C
onvcaHnem

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
nnkos Ha Xpomarorpamme
UCNbITYEMOro  pacTBopa  LOMMKHbI
COOTBETCTBOBATb BpEMEHaM
yaepxusaHus N1KoB Ha
XpomaTtorpamme pacTtsopa
CTaHOapTHbIX obpasuos
noynpoceHa ¥ napauetamona
(paspen «KonunyectBeHHoe
onpeaeneHue»)

3 |Average weight and 969.3mg
mass uniformity /
CpegHsasa macca u
OAHOPOAHOCTL MO
macce

Complies /cooTBeTCcTBUN C

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

Or 9409 wmr pgo 9991 wmr
(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtoxk —He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosiyeHo: [MposepeHo: Pardeep Kumar | OnobpeHo: Menemxkep /

Ramakant @ U.‘w Pykosoautens :Manoj Kumar
Print Date: Print Date: Print Date:

Hara: 23.08.2022 Hara:23.08.2022 Hata: 23.08.2022
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CEPTUDHKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UO6ykauH®, TabeTKu, HOKPbIThIE ILIIEHOYHOIi 060104K0#, 400Mr + 325Mr
Batch No / Cepusi Ne : V2201644 Batch Quantity / O6bem naprau : 776.0Kg
Analytical Report No / AHanuTH4eckuii oTyer N : Date of Analysis / [laTa anamm3a: 23.08.2022
040001623068, 890001609203
Date of Manufacture / JlaTa npousBojcTBa : Aug-2022 |Date of Expiry / Cpok roanoctu :July-2027
Analysis performed according ND / Ananus nposeaen mo HJ: TIN011252/01-110717 (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 / 09 minutes 25 seconds Not more than 30 minutes /
PacnapaemocTb He 6onee 30 mMuH
5 |Dissolution / 96% - 100% NLT 70% (Q) C1sH1sO2 (lbuprofen)
PacTBopeHue dissolved in 30 minutes /
He wmeHee 70 % (Q) C13H1802
(nbynpodpeH) yepes 30 muH
NLT 70% (Q) CsHoNO2
98% - 103% (Paracetamol) dissolved in 30
minutes /
He wmeHee 70 % (Q) CsHgNO-
(napauetamon) Yyepes 30 MUH
6 |Related substances / 0.03% Total impurities of Ibuprofen NMT
PoacTtBeHHbIE NpUMecy 1.0% / Cymma npumecen
néynpoceHa — He Gonee 1,0 %
0.0001% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (npumeck
napaueTtamona) — He 6onee 0,005%
7 |Water/Boga 1.6% Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Npumeuanue: [Tpoaykt cootsercTByet Tpebopanusam HJI | 3akmouenue: ONOEPEHO

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

[ToaroToBneHo: ITpoeepeno: Pardeep Kumar | OnobpeHo: Menemxkep /

Ramakant w = Pyxoeoautens :Manoj Kumar
QL"‘/ WJ
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CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg )
HNoykauH®, TabiieTKH, NOKPLITHIE J1€eHOYHO 000J049Koii, 400mr + 325mMr

Batch No / Cepust Ne : V2201644 Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / ABanuru4eckuii oruer Ne : Date of Analysis / JlaTta ananu3za: 23.08.2022
040001623068, 890001609203

Date of Manufacture / [aTta npousBoactsa : Aug-2022 |Date of Expiry / Cpok rognoctH :July-2027

Analysis performed according ND / Ananu3 npoeeaen no HJI: TIN011252/01-110717 (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 /
'Mukpoburornornyeckas
‘HVICTOTa 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

O0buee vncno

a3pobHbIX

MUKPOOPraHn3moB

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 / ObLee 4vucno

OPOXCKEBBIX U

nnecHesbIX rpuboB Absent / OTtcyTtcTBYET
c¢) E. coli Shall be absent in 1g / OTcyTcTBYE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
HNpumeuanne: [TpoaykT cootercTayet Tpebosanusam HJ| | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [IposepeHo: Pardeep Kumar | Omo6peHo: Menemxep /
Ramakant w . Pykosoaurens :Manoj Kumar
Print Date: Print Date: Print Date:
Hara: 23.08.2022 Jara:23.08.2022 Hara: 23.08.2022
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CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykaun®, TabaeTKU, TOKPBITHIE ILIeH04YHOoi 060104uK0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2201644

Batch Quantity / O6bem mapruu : 776.0Kg

040001623068, 890001609203

Analytical Report No / AHanuTH4ecKnii oTuer N :

Date of Analysis / [lata ananmsa: 23.08.2022

Date of Manufacture / /laTa npoussoacTsa : Aug-2022

Date of Expiry / Cpok rognoctn :July-2027

Analysis performed according ND / Ananu3 nposenen no H: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. 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 /
/ OgHopopHOCTb 1.8 MokasaTenb npuemnemoctu (AV)
[o3upoBaHns JoskeH bbITk He 6Gonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
1.2 not more than 15.0 /

Paracetamol / MokasaTens npuemnemoctu (AV)
napaueTamon JorxeH bbiTe He 6onee 15,0.

10 |Assay/ 392.0 mg 360 to 440 mg of CizH02
KonuyecteseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Cy3H 1502

(nBynpodbeH) B TabneTke
326.79 mg

2925 to 357.50 mg of CaHgNOz
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHoNO2
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoayxT cooTBETCTBYET Tpebobanusam HJI

Opinion : APPROVED
3akmovenue: OJOBPEHO

Prepared by /
IloarorosneHo:

Checked by /
[TpoeepeHo: Pardeep Kumar

ol

-

Approved by: Manager/Executive /
Ono6peHo: Menenxep /
Pykosoautens :Manoj Kumar

st

Ramakant W
Print Date:

Jata: 23.08.2022

Print Date:
Hata:23.08.2022

Print Date:
Jara: 23.08.2022
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CEPTUHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoykJIuH®, Tab1eTKH, NOKPbITHIE NIJIEHOYHOH 060104K0ii, 400mr + 325Mr

Batch No / Cepus Ne : V2201644

Batch Quantity / O6bem maprum : 776.0Kg

04000

Analytical Report No / AnanuTuyeckuii oryer Ne :

1623068, 890001609203

Date of Analysis / lata anaau3a: 23.08.2022

Date of Manufacture / lata npousBoicTea : Aug-2022

Date of Expiry / Cpok rogaoctu :July-2027

Analysis performed according ND / Ananu3 nposeger mo 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, uzm. 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 NBX/Al 6nuctep. Mo 1, 2 unu 20
B MBX/Al 6rninctep. Mo 1 BrMcTepoB B Navky KapTOHHYIO
GnvcTepy B nauky BMECTE C UHCTPYKLMeR no
KapTOHHYIO BMeCTe C NPUMEHEHMIO.
NHCTPYKLUEN Mo
NPUMEHEHMUIO.
12 | Labeling / MapkupoBka | According to ND / B cooteeTcTum ¢ HA
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Mpn TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net
rogHoCTU

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilponykr coorBeTcTBYeT TpeboBaHuam HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by /
[TogrotoBieHo:

Ramakant W

Checked by /
[Tpoeepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pyxosoautens :Manoj Kumar

Print

JlaTa:

Date:
23.08.2022

Print Date:
Hara:23.08.2022

Print Date:

Hara: 23.08.2022
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