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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 : 491 98166 56001-02

www.drreddys.com

CEPTUOPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykaAnH®, Tab1eTKH, NOKPBLITHIE MJIEHOYHO# 000104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2101679

Batch Quantity / O6bem naptuu :
776.000 Kg

040001454516

Analytical Report No / Anajqutuuyeckuii oTuer No :

Date of Analysis / JlaTa anamuza: 22.10.2021

Date of Manufacture / JlaTa npoussoacrsa : Sep-2021

Date of Expiry / Cpok rogsoctu : Aug-2026

Analysis performed according ND / Ananu3 nposenen mo HJ/I: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTtku KancynosugHow
chopmbl, NOKpbIThIE
NNeHoYHOM obonoukon

OpaHXeBOro LUBETa, C PUCKOW
Ha OOHOW CTOpPOHe; Ha
nonepevyHoM paspese — s4po
6enoro uyseTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KamncynoBUOHOW
¢dopMbl,  MOKPbITbIE  MMEHOYHOW
obonoykoin opaHxeBoro LBeTa, ¢
pPUCKOM Ha OAHOW CTOPOHE; Ha
MonepeYyHoM paspese —  s4po
Oernoro nnu nouTn Benoro LBeTa

Remarks : The Product conforms to ND/
IIpumeyanmne: [Iponykt coorBeTcTBYET TpeboBaHusamM HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:
Pardeep Kumar

el

Checked by /
ITposepeno:
Anil Kumar

-

Approved by: Manager/Executive /
Opnobpeno: Menemxep /

PykoBoauTtens
Pawan Kumar

2~

Print Date:
Jara: 22.10.2021

Print Date:
Jara: 22.10.2021

Print Date:
Hara: 22.10.2021
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CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykanu®, TabaeTKU, NOKPHITHIE MIeHOYHOI 060104K0i, 400mMr + 325Mr

Batch No / Cepus Ne : V2101679 Batch Quantity / O6bem napTus :
776.000 Kg
Analytical Report No / Ananutudecknii oryet No Date of Analysis / [laTta anamm3a: 22.10.2021
040001454516
Date of Manufacture / laTta nponzBoactea : Sep-2021 | Date of Expiry / Cpok rognocTs : Aug-2026

Analysis performed according ND / Ananu3s nposenen nmo HJI: [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, u3zm. Ne 2 ot 23.09.2019)

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

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

BpemeHa ynepxuBaHWa OCHOBHbIX

NnKoB Ha XpomaTtorpaMmme
UCMbITYEMOro  pactBopa  [OSMKHbI
COOTBETCTBOBATb BpeMeHam
yaepXKnBaHus NUKoB Ha
Xpomarorpamme pacTteopa
CTaHgapTHbIX o6pasuos
ubynpocdeHa u  napaueTamona
(pazgen «KonnyectBeHHoe
onpeneneHney)
3 |Average weight and 972.0 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %) /
CpepnHssa macca # Or 9409 wmr pgo 9991 wr
OAHOPOAHOCTbL MO (970,0 mr £ 3,0 %)
macce
18/20 tablets — NMT = 5% /
18/20 TabneTok — He 6onee £ 5 %
2/20 tablets — NMT = 10% /
2/20 Tabnetok — He 6onee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoxykt cooteTcTBYET TpeboBanusM HJI | 3axmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeno: Ono6peno: Menenxep /
Pardeep Kumar Anil Kumar Pykosoautenp

—

p D\J Pawan Kumar N B
_ ;f_ﬂ__ ~ 7,\\%
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CEPTUOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaun®, TabieTKH, NOKPBHITHIE NUIeHO4YHOIl 06onouKoii, 400mr + 325mr

Batch No / Cepusi Ne : V2101679

Batch Quantity / O0bemM napTus :
776.000 Kg

040001454516

Analytical Report No / Anagutu4decknii or4yer Ne :

Date of Analysis / [laTa anaimsa: 22.10.2021

Date of Manufacture / Jlata npousBoactsa : Sep-2021

Date of Expiry / Cpok rogHoctn : Aug-2026

Analysis performed according ND / Ananu3 nposeaed no H/I: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Neo 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

11 minutes 18 seconds

Not more than 30 minutes /
He 6onee 30 mMuH

S |Dissolution /
PacTteopeHue

94% - 103%

98% - 101%

NLT 70% (Q) Ci1aH1O2 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodpeH) uepes 30 MUH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He wmeHee 70 % (Q) CsHoNO:
(mapaueTamon) 4Yepes 30 MUH

C13H1802

CsHgNO2
30

6 |Related substances /
PoacTeeHHbIe npumecn

0.04%

0.001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/ Bopga

1.5%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeyanme: IIponykr coorsercTByeT TpeboBanusM HJI

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Jlara: 22.10.2021

Hara; 22.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosnexo: IIposepeHo: Onobpeno: Menemxep /
Pardeep Kumar Anil Kumar PykoBoautens
" lf\ J Pawan Kumar /
s
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CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxanH®, TabaeTKU, NOKPbIThIE IIeHOYHOH 000104K0k, 400Mr + 325Mr

Batch No / Cepus Ne : V2101679

Batch Quantity / O6bem napTum :
776.000 Kg

040001454516

Analytical Report No / Anaantu4eckuii oryer Ne :

Date of Analysis / [laTta anann3a: 22.10.2021

Date of Manufacture / lTata mpoussoactsa : Sep-2021

Date of Expiry / Cpok rognocrd : Aug-2026

Analysis performed according ND / Ananmus nposeged mo H: TTN011252/01-110717 (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)

8 [Microbial limits /
Mukpobuonornyeckas
yuctota

a) Total aerobic
microbial count /
ObLwwee yncno
a3pobHbIX

MWKPOOPraHnamoB

b) Total combined
yeasts and mould
count / ObLiee uncno
OPONOKEBbLIX U
nnecHeBbIX rpuboB

c) E. coli

Less than 10 CFU/g /
MeHee 10 KOE/r

Less than 5 CFU/g /
MeHee 5 KOE/r

Absent in 1g/ OTcyTCcTBYET B
1r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTCcTBYE B
1r

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmwuenue: OJJOBPEHO

Jata: 22.10.2021

Hara: 22.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IIpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Anil Kumar \ PykoBoautens
(:1 ; Pawan Kumar . )
sk g il
Print Date: Print Date: Print Date:
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CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauu®, TabeTKH, NOKPHIThIE MJIeHOYHOH 000104K0#, 400Mmr + 325mr

Batch No / Cepust Ne : V2101679

Batch Quantity / O6bem napTun :
776.000 Kg

Analytical Report No / AHanuTuyeckuii ordyet Ne :
040001454516

Date of Analysis / Jlata ananusa: 22.10.2021

Date of Manufacture / lata npon3Boactsa : Sep-2021

Date of Expiry / Cpox roanoctn : Aug-2026

Analysis performed according ND / Ananu3 nposeaen no H/: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usM. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoAHOCTb 21 MNokasatens npuemnemoctn (AV)
003npoBaHua [omKeH ObiTb He Bosee 15,0.
Ibuprofen /
ubynpodceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.7 MokasaTtens npuemnemocTty (AV)
napaueTtamon JorkeH ObiTb He Bonee 15,0.
10 [Assay/ 390.9 mg 360 to 440 mg of Ci3Hi02
KonuuecteseHHoe (Ibuprofen) per tablet /
onpeaeneHne Ot 360,0 mr oo 440,0 mr Cq3H1502
(nBynpodheH) B TabneTke
326.93 mg 292.5 to 357.50 mg of CgHyNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO;
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
Hpumeyanue: [Ipogykr cooTBeTcTBYeT TpeboBaHusm HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 22.10.2021

Jarta: 22.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIpogrepeno: Opnobpeno: Menemxep /
Pardeep Kumar Anil Kumar ~ PykoBoautenb _
(_ji' |4 __4 Pawan Kumar F'\}/
Print Date: Print Date: Print Date:

Hara: 22.10.2021
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CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkauu®, TabneTKku, NOKPbITHIE NMJAEHOYHOIT 060104K0i1, 400MT + 325Mr

Batch No / Cepust Ne : V2101679 Batch Quantity / O6bem mapTumn :
776.000 Kg
Analytical Report No / Ananutudecknii oTyer Ne : Date of Analysis / JaTa anaan3za: 22.10.2021
040001454516
Date of Manufacture / JlaTa npousBojacTsa : Sep-2021 | Date of Expiry / Cpok roanocru : Aug-2026

Analysis performed according ND / Anann3z nposegen mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018. usm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka |10 tablets in PpVC/Al 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / o 10 TabneTok
a carton. /Mo 10 Tabnetok  |B MBX/Al 6nuctep. Mo 1, 2 nnun 20

B NBX/Al 6rnuctep. Mo 1 BnncTepos B Nayky KapTOHHYIO
BnvcTepy B navky BMECTE C UHCTPYKLUMEN no
KapTOHHYIO BMeCTe ¢ NPUMEHEHUIO.

VHCTpPYKUMenr no

NPUMEHEHMIO.

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

XpaHeHue MNpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 ner

roAHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Ipoaykt cooretcTBYyeT Tpebosanuam H][ | 3akmovenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Onobpeno: Menemxep /
Pardeep Kumar Anil Kumar N | PykoBonutens )

._. = Pawan Kumar A
- A
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