Dr.Reddy’s Q;

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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykaHH®, TabseTkH, MOKPBITHIE IIJIEHOYHOH 000n0uKoi, 400Mr + 325Mr

Batch No / Cepus Ne : V2201306

Batch Quantity / O6bem maptun : 776.0Kg

Analytical Report No / AHanuTH4eckuii oTyeT Nb ¢
040001600118, 890001601304

Date of Analysis / Jlata ananu3za: 14.07.2022

Date of Manufacture / lata npon3BoacTsa : Jun-2022

Date of Expiry / Cpok rognocTn :May-2027

Analysis performed according ND / Ananuz npoeaen mo H: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S.
_No

Test

Result

Specification

1

Description / Onucanne

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

tablets;

on cross section- white core /
Tabnetkn KancyrioBULHON
dhopml, NOKpbITbIE
NNEHOYHON obonoukon
OpaHXeBoro LBeTa, C PUCKOW
Ha OOHOW CTOpPOHe, Ha

NnonepeyYyHoM paspese — s4po
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabrneTtkn KancynosupgHom
dhopmMbl,  NOKPbITBIE  NIIEHOYHOWM
000MOYKON OpPaHXeBOro UBETa, C
pUCKOA Ha OJHOW CTOpOHE; Ha
nonepe4yHoMm paspese —  S4p0
Oeroro nnu noytn 6enoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykr coorBeTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJJOGPEHO

JlaTa: 14.07.2022

Hara:14.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [TpoepeHo: Pardeep Kumar | Ono6peno: Menemxep /
Ramakant \P\ 2 PykoBoautens :Amit Kumar
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CEPTUOUKAT AHAJIN3A

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

HNoykanH®, Tab/1eTKH, MOKPbLIThIE MIEHOUYHOH 060104K0il, 400Mr + 325mr

Batch No / Cepust Ne : V2201306 Batch Quantity / O0bem naptun : 776.0Kg

040001600118, 890001601304

Analytical Report No / AHanuTHyeckuii order No : Date of Analysis / JlaTta anamuza: 14.07.2022

Date of Manufacture / laTta npoussoactsa : Jun-2022  |Date of Expiry / Cpok roanocru :May-2027

Analysis performed according ND / Ananus nposenen no HJL: ITN011252/01-110717 (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 Identification / a) Complies as prescribed/
MNoannHHOCTL B cooTtBeTCcTBUM C
onucaHnem

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 yaepuBaHUA OCHOBHbIX
NUKOB Ha XpomaTorpaMmme
NCNbITYEMOro  pacteopa  AOMKHbI
COOTBETCTBOBATL BpeMeHam
yaepxueaHus NUKoB Ha
Xpomarorpammve pacTeopa
CTaHAapPTHbIX obpasuos
noynpodeHa K1 napaueTamona
(pasgen «KonuyecteeHHoe
onpeaeneHne»)

3 |Average weight and 972.7 mg
mass uniformity /
CpenHasa macca u
OLHOPOAHOCTE MO
macce

Complies /cooTBeTCTBUU C

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

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

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets — NMT £ 10% /
2/20 TabneTok — He 6onee £ 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: poayxr coorsercTByeT TpeboBaHusaM H/I

Opinion : APPROVED
3akiaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: [Tposepeno: Pardeep Kumar | Ono6peHo: Menemxep /
Ramakant \\ (3(3’/ Pykosoautens : Amit Kumar
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Dr.Reddy’s Q

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUOoyknuu®, TabneTKu, MOKPbIThIEe NAeHOYHOI 000104K0ii, 400Mr + 325Mr
Batch No / Cepusa Ne : V2201306 Batch Quantity / O6bem naptum : 776.0Kg

Analytical Report No / AHanuTH4ecknii oryer Ne : Date of Analysis / JlaTa ananusa: 14.07.2022
040001600118, 890001601304
Date of Manufacture / JITata npousBogcTsa : Jun-2022 | Date of Expiry / Cpoxk roanoctn :May-2027

Analysis performed according ND / Ananns nposegen mo HJI: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, u3m. Ne 2 o1 23.09.2019)

4 |Disintegration / 09 minutes 58 seconds Not more than 30 minutes /
Pacnagaemoctb He Gonee 30 mMuH

5 |Dissolution / 94% - 98% NLT 70% (Q) Ci3H1sO2 (Ibuprofen)
PacTtBopeHne dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3HieO2
(néynpodheH) Yepes 30 MuUH

NLT 70% Q) CsHoNO:
93% - 100% (Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CgHsNO:
(napauetamon) vYepes 30 MuH

6 |Related substances / 0.04% Total impurities of Ibuprofen NMT
PopacTBeHHble npumecu 1.0% / Cymma npuvmecein
nbynpodeHa — He Bornee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHodgeHon (npumecs
napaueTtamona) — He 6onee 0,005%
7 |Water / Boaa 1.6% Not more than 5.0% /

He Gonee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoayxT cootBercTBYET TpeboBanuam HJl | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: [MposepeHo: Pardeep Kumar | Omno6peHo: Menemkep /
Ramakant PykoBoguTens :Amit Kumar
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CEPTUO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, Tab1eTKH, IOKPBIThIE MJIEHOYHOMH 060J10q1<0ﬁ_, ﬂOMF + 325mr
Batch No / Cepnsa Ne : V2201306 Batch Quantity / O6vem naprum : 776.0Kg

Analytical Report No / AnaauTuuyecknii orTuer No : Date of Analysis / laTta ananusa: 14.07.2022
040001600118, 890001601304

Date of Manufacture / llata mpouszBoacTsa : Jun-2022  |Date of Expiry / Cpok rognoctu :May-2027

Analysis performed according ND / Ananus nposegen mo HA: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

! Mwukpoburnonorudeckas
yucrtoTa Less than 10 CFU/g/
a) Total aerobic Meree 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6ulee yncrno
a3pobHbIX
MUKPOOPTraHN3MOB
Less than 5 CFU/g /
b) Total combined MeHnee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obwee uncno
OPOXOKEBBIX U

nnecHesbIX rpnbos Absent / OtcytcTBYET
c) E. coli Shall be absent in 1g / OtcyTcTBUE B
ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooTBeTcTBYeT Tpebopanusam HJl | 3axmodyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loxrorosneno: ITpoBepeHo: Pardeep Kumar | Ono6peno: Menemxep /
Ramakant PykoBonmutens :Amit Kumar
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPUKAT AHAJIM3A

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

N6yxaun®, TabJIeTKU, NOKPBITHIE MJIeHOYHO 060104Ko0, 400Mr + 325mMr

Batch No / Cepus Ne : V2201306 Batch Quantity / O6bem naptun : 776.0Kg

040001600118, 890001601304

Analytical Report No / AHaauTHueckuii oTuet No : Date of Analysis / [IaTa ananuza: 14.07.2022

Date of Manufacture / JlaTta npou3BoacTea : Jun-2022  |Date of Expiry / Cpok rogaoctn :May-2027

Analysis performed according ND / Anann3 nposeaed mo HJ[: [1N011252/01-110717 (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
units

/ OgHopoaHOCTb 1.4
[03UpoBaHuA
Ibuprofen /
néynpodoeH

Acceptance value (AV) should be
not more than 15.0 /
MokasaTens npuemnemocTn (AV)
fonmxken 6biTb He Honee 15,0.

Acceptance value (AV) should be

1.4 not more than 15.0 /
Paracetamol / MokasaTenb npuemnemoct (AV)
napauetamon JomkeH 6biTb He Gonee 15,0.
10 |Assay/ 396.0 mg 360 to 440 mg of Ci3H1s02
KonnyecteeHHoe (Ibuprofen) per tablet /
onpegenexHne Ot 360,0 mr go 440,0 mr Cq3H1502
(nbynpodheH) B TabneTke
327.33 mg

292.5 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHgNO-
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Tpoaykr cooreercTByeT Tpebopanuam HJI | 3akaodenne: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: I[TposepeHo: Pardeep Kumar | OmobpeHo: Menemxkep /

Ramakant Pykoroautens : Amit Kumar
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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

CEPTUOPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, TabneTku, NOKPHITHIE IIEHOUHOI 00010uKOii, 400Mr + 325mr

Batch No / Cepus Ne : V2201306

Batch Quantity / O6bem napruu : 776.0Kg

Analytical Report No / Ananuruueckuii oryer No :

040001600118, 890001601304

Date of Analysis / lata ananu3a: 14.07.2022

Date of Manufacture / lata npousBoacTsa : Jun-2022

Date of Expiry / Cpok rogHoctu :May-2027 B

Analysis performed according ND / Anann3 nposege mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. 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 6nuctep. Mo 1, 2 unn 20
B MNBX/Al 6nncTep. Mo 1 6nucTepos B Nayky KapTOHHYLO
onvcTepy B navky BMECTE C UHCTPYKLMER no
KapTOHHYIO BMECTE ¢ NPUMEHEHNIO.

WHCTPYKUMEn no
' NPUMEHEHWIO.

12 | Labeling / Mapkunposka | According to ND / B cootsetctanm ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaTtype He Bhilwe 25 °C.

14 | Shelf life / Cpok 5years /5 ner

rogHocTn ;

Remarks : The Product conforms to ND/
IIpumeyanne: [IpoaykT cooTBeTcTBYET TpeboBaHuaM HJJ

Opinion : APPROVED
3akawuenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IHonxrorosneHo: HpogepeHno: Pardeep Kumar | Onobpeno: Menemxep /

Ramakant PykoBoautens : Amit Kumar
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