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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
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CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuH®, TabaeTkn, NOKPbITHIE MIEHOYHOH 000/104K0it, 400Mr + 325Mr

Batch No / Cepusi Ne : V2101673

Batch Quantity / O6bem napruu :
727.500 Kg

040001453859

Analytical Report No / AHanuTHueckuii otyer Ne :

Date of Analysis / {laTa anaausa: 22.10.2021

Date of Manufacture / JlaTa npoussosacTsa : Sep-2021

Date of Expiry / Cpok roaHocts : Aug-2026

Analysis performed according ND / Ananus nposened mo H/I: 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)

S. Test

Result

Specification

1 |Description / Onucanue |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynoBuaHoON
thopmbl, NOKpPbITLIE
nneHo4YHon oborioukon

OpaHXeBOro LBeTa, C pPUCKOM
Ha OOHOW CTOpOHe; Ha
nonepe4yHoM paspese — agpo
6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KancynoBUOHOWM
¢opmbl,  NOKPbITEIE  NIIEHOYHON
000MnoYKoN opaHXKeBoro LBeTa, ¢
pUCKOM Ha OAHOW CTOpPOHe; Ha
nonepevyHoM paspese —  dApo
©enoro nnu no4dtn BGenoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykt cooTBeTcTBYeT TpeboBaHusaM HJT

Opinion : APPROVED
3akimouenne: OJJOBPEHO

Prepared by /
[Toaroroenexo:
Pardeep Kumar

S——

Checked by /
[Tpoeepeno:
Anil Kumar

P

Approved by: Manager/Executive /
OnobpeHo: Menemxep /

Pyxoroautens
Pawan Kumar
A

Print Date:
Jata: 22.10.2021

Print Date:
Jara: 22.10.2021

Print Date:
Jata: 22.10.2021
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CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6ykaun®, TabrneTku, NOKPLITHIE MJIEHOYHOIH 060.104K0i, 400mMr + 325Mr

Batch No / Cepus Ne : V2101673 Batch Quantity / O6bem maprTuu :
727.500 Kg
Analytical Report No / AHanmuTHueckuii oTuet Ne : Date of Analysis / laTa anaiusza: 22.10.2021
040001453859
Date of Manufacture / lata npoussoacrsa : Sep-2021  |Date of Expiry / Cpok rogsocrn : Aug-2026

Analysis performed according ND / Auanus nposegen no HJI: [1 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)

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

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

BpemeHa yaepxusaHus OCHOBHBIX

nuKkoe Ha XpomMaTorpamme
UCMbITYEMOro pacTBopa  AOSKHbI
COOTBETCTBOBATbL BpEMeHaMm
YAEpXKMBaHuA NMKOB Ha
Xpomartorpammve pacTBopa
CTaHAaPTHbIX obpasuos
ubynpocpeHa 1 napaueramona
(paspen «KonuyectBeHHoEe
onpegeneHne»)
3 |Average weight and 969.7 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %) /
CpegnHssa macca u Or 9409 wmr pgo 999,11 wr
OfHOPOAHOCTL MO (970,0 mr + 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 TabreTok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Gonee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanue: [Tpoaykr coorBeTcTByeT Tpebopanuam HJ[ | 3axmodenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: [Iporepeno: OnobpeHno: Menemxep /
Pardeep Kumar Anil Kumar PykoBoauTens 0
5 f::. (A\/-' Pawan Kumar /)\Y_: _—
Print Date: Print Date: ' Print Date:
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CEPTHOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoyxkaun®, TabaeTkH, MOKPHITHIE IIEH0YHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2101673

Batch Quantity / O6bem mapTum :
727.500 Kg

040001453859

Analytical Report No / Ananurudeckuii otuer Ne :

Date of Analysis / JaTa ananu3za: 22.10.2021

Date of Manufacture / Jlata npousBoacrsa : Sep-2021

Date of Expiry / Cpok rognoctu : Aug-2026

Analysis performed according ND / Ananus nposegen o HJI: [1 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)

4 |Disintegration /
PacnapgaemocTb

07 minutes 49 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTteopeHune

95% - 100%

96% - 101%

NLT 70% (Q) Ci3H1s02 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(bynpocbeH) Yepes 30 MUH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He meHee 70 % (Q) CgHyNO,
(napaueTtamort) yepes 30 MUH

C13H150;

CsHgNO:?
30

6 |Related substances /
PoacrseHHble npumecn

0.04%

0.001%

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

7 |Water/Boga

1.6 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: Ilponykr coorBercTByeT TpeGosanusam H][ | 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: IIpogepeHo: Onobpeno: Menemxep /
Pardeep Kumar Anil Kumar Pykopogurens
- ~ Pawan Kumar )

. o¥ A
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CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NO6yxkaun®, TabieTKH, MOKPLITHIE IVIEHOYHOMH 060J04K0i, 400Mr + 325Mmr

Batch No / Cepust Ne : V2101673

Batch Quantity / O6bem napTuu :
727.500 Kg

Analytical Report No / Anannruyeckmii oryet No :
040001453859

Date of Analysis / laTa ananusa: 22.10.2021

Date of Manufacture / Jlata npou3sBoacrsa : Sep-2021

Date of Expiry / Cpok roanocts : Aug-2026

Analysis performed according ND / Ananu3s nposenes no HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, 13m. Ne 2 ot 23.09.2019)

8 [Microbial limits /
Mukpobuonoruueckas
yucToTa

a) Total aerobic Less than 10 CFU/g /
microbial count / MeHee 10 KOE/r
Ob6Lee yncno
a3pobHbIX
MUWKpPOOPraHW3mMoB

b) Total combined Less than 5 CFU/g /
yeasts and mould Menee 5 KOE/r
count / Obwee yncno
OPOXOKEBbLIX U
nnecHeBsbIx rpubos

¢) E. coli 1r

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

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

Absent in 1g / OtcyTtctByeT B [Shall be absent in 1g / OTcyTcTBUE B

1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanue: Ipoaykr cootBercteyet Tpe6opanuam HJl | 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Anil Kumar Pykoroautenn

> Pawan Kumar |/
Print Date: Print Date: Print Date:
Jara: 22.10.2021 Hara: 22.10.2021 Hata: 22.10.2021
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]mduct : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabaeTkn, NOKPBITHIE IUIEHOYHO# 060/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101673

Batch Quantity / O6bem naprTuu :
727.500 Kg

040001453859

Analytical Report No / Amanutuyeckuii otuer Ne ;

Date of Analysis / lata anann3a: 22.10.2021

Date of Manufacture / /lata npom3ssosersa : Sep-2021

Date of Expiry / Cpok roanocru : Aug-2026

Analysis performed according ND / Ananus npoeaen no HJI: I1 NO11252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoaHoCTL 1.3 MokasaTens npuemnemoctu (AV)
003MpoBaHns AorkeH 6eITb He 6onee 15,0.
Ibuprofen /
ubynpocpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.3 MokasaTens npuemnemoctu (AV)
napauetamon pomkeH 6biTe He Gonee 15,0.
10 |Assay/ 393.8 mg 360 to 440 mg of Ci3H0,
KonuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHne OT1 360,0 mr oo 440,0 mr Ci3H150,
(nbynpodbeH) B TabneTtke
320.85 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO,
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
ITpnmeyanue: [poaykr cootetcTByeT TpeGoranusm HJI

Opinion : APPROVED
3axmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: IIposepeHo: Ono6peno: Menemkep /
Pardeep Kumar Anil Kumar PyxoBonurens _

& Pawan Kumar (
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
No6ykaMu®, TabaeTKH, HOKPLITHIE ILIEHOYHOI 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101673

Batch Quantity / O0bem napTum :
727.500 Kg

040001453859

Analytical Report No / AHanuTu4eckunii oTuer No :

Date of Analysis / laTa ananuza: 22.10.2021

Date of Manufacture / lara npousBoacrea : Sep-2021

Date of Expiry / Cpok roasocrn : Aug-2026

Analysis performed according ND / Ananu3 nposeaen nmo H/I: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. /Mo 10 TabneTtok
B NBX/AIl 6nuctep. Mo 1
6nvcrepy B nadky
KapTOHHYIO BMeCTe C
WHCTPYKUKWER Mo
NPUMEHEHMIO.

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nucrep. Mo 1, 2 nnmn 20
BrnMcTepoB B Nauky KAPTOHHYH
BMECTE C MHCTPYKLIMEN Mo
NPUMEHEHNIO.

12 | Labeling / Mapknpoeka

According to ND / B cooTteeTcTBun ¢ Hf

13 | Storage conditions /

At temperature not more than 25 °C. /

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

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
Zaxnwouenne: OJIOBPEHO

Prepared by /
IToaroToBneHo:
Pardeep Kumar

Checked by /
IlpoBepeHo:
Anil Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBonutenb
Pawan Kumar

Print Date:

Hara: 22.10.2021

A}
Print Date:

Jlara: 22.10.2021

Print Date:
Hara: 22.10.2021
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