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CEPTU®HUKAT AHAJIM3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

Moyxanu®, TabiieTKH, NOKPbIThIE NIEHOYHOH 060a0uKoii, 400mr + 325mr

Batch No / Cepust Ne : V220048

6

Batch Quantity / O6sem mapTum : 776.0 Kg

040001553679, 890001584281

Analytical Report No / AnanmnTHueckuii order Ne :

Date of Analysis / laTta anamuza: 11.04.2022

Date of Manufacture / Jlata nponssojcrsa : Mar-2022

Date of Expiry / Cpok roguoctn :Feb-2027

Analysis performed according ND / Anann3 nposenen no HJ: ITNO1 1252/01-110717 (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)

film-coated one-side scored

tablets;

on cross section- white core /
TabneTkn  KancynoBUOHON
dhopmbl, NoKpbITbIE
NSeHOYHON oborno4komn
opaHXXeBoro LBeTa, C PUcKon
Ha OOHOW CTOpOHe; Ha

nonepeyHom paspese — f4po
fenoro ugeTa

S. Test Result Specification
No
1 |Description / Onucanue |Capsule-like orange-coloured|Capsule-like orange-coloured film-

coated one-side scored tablets;
on cross section- white to off-white
core |/ TabneTku KancynoBUAHOW
hopMbl,  MOKPbITEIE  MNJIEHOYHOW
oBonoyko opaHxesoro LuBeTa, C
pUCKOW Ha OAHOM CTOpPOHE; Ha
nonepevyHoMm  paspese A4po
©ernoro nnu nodytn 6enoro LBeTa

Remarks : The Product confo

rms to ND/

Ipumeuanue: [TpoaykT cootBeTcTBYET Tpebosanuam HIL

Opinion : APPROVED
Zaximouenue: OJJOBPEHO

Prepared by /
IToarorosJeHo:
Pardeep Kumar L

—_—

Checked by /
I[Tporepeno:Himesh Kumar

—
=
\-.__‘_‘H-' .

Approved by: Manager/Executive /
Ono6pero: Menemxep /
PyxoBoaurenn

Manoj Kumar i

Print Date:
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Jara: 11.04. 2022
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CEPTUOUKAT AHAJIM3A

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

H6ykaua®, TabaeTKH, MOKPHITHIE MJIeH04HOH 000104KOH, 400mr + 325mr

Batch No / Cepust Ne : V2200486 Batch Quantity / O6bem napTuu : 776.0 Kg

040001553679, 890001584281

Analytical Report No / AHa;uTHYecKkHii oTyer Ne : Date of Analysis / Jlata ananu3a: 11.04.2022

Date of Manufacture / lata nponssogcrsa : Mar-2022 | Date of Expiry / Cpok rogHocTH :Feb-2027

Analysis performed according ND / Ananus nposesen o HJI: ITNO1 1252/01-110717 (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/
MNMoannHHoOCTL B cooTBeTCTBUMN C
onvcaHuem

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 yaepXvBaHWA OCHOBHbIX
NUKoB Ha XpomaTorpamme
UCMbITYEMOro  pacTeopa  AONXKHbI
COOTBETCTBOBATH BpeMeHaMm
yaepKnBaHus NUKoB Ha
XpomaTorpamme pacTeopa
cTaH4apTHbIX o6pasuos
nbynpodeHa n  nNapaueTamona
(paspgen «KonnyecrseHHoe
onpeaeneHne)

3 |Average weight and 967.1 mg
mass uniformity /
CpepHsa macca U
0OHOPOAHOCTb NO
macce

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxr coorsercTByeT Tpedosanusm HJT

Opinion : APPROVED
3aknouenue: OOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroByeHo: IIpoeepeHo:Himesh Kumar | Ono6peno: Menemkep /
Pardeep Kumar - PykoBoautenb
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CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

H6yk1un®, Ta6aeTKH, NOKPLITHIE ILIeH04HO# 060/104KOii, 400mr + 325mr

Batch No / Cepust Ne : V2200486

Batch Quantity / O6bem mapTuu : 776.0 Kg

040001553679, 890001584281

Analytical Report No / AHanuTHYecKHii oTdeT Ne :

Date of Analysis / laTa ananu3a: 11.04.2022

Date of Manufacture / Jlata npousBoicTsa : Mar-2022

Date of Expiry / Cpok rogocru :Feb-2027

Analysis performed according ND / Ananus nposeaen no HJI: TTNO1 1252/01-110717 (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)

4 |Disintegration /
PacnapaemocTtb

10 minutes 43 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHune

99% - 103%

97% - 101%

NLT 70% (Q) C13H1502 (Ibuprofen)
dissolved in 30 minutes /

He wmerHee 70 % (Q) Ci3H1s02
(wbynpodpeH) yepes 30 MuH

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

He meHee 70 % (Q) CsHoNO:2

(napauetamon) vepes3 30 MyH

6 |Related substances /
PoacTBeHHbIe npumecu

0.03%

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodpeHa — He bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (npumech
napauetamona) — He 6onee 0,005%

7 |Water/Bopa

1.4 %

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

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoAyKT COOTBETCTBYET TPeOOBAHNAM HJ

Opinion : APPROVED
Zakmoyenne: OJJOBPEHO

Prepared by /

[ToaroTosieHo:

Pardeep Kumar
N

Checked by /
[Mposepeno:Himesh Kumar

\

-

Approved by: Manager/Executive /
Ono6peno: Menemxep /

Pykosogutrens - )

Manoj Kumar
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CEPTHO®HUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknnn®, TabneTKH, NOKPhIThIC JieHouHoi 060a04Ko0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200486 Batch Quantity / O6bem napruu : 776.0 Kg

Analytical Report No / AHaauTHIecKu# oTyeT Ne : Date of Analysis / laTa anannsa: 11.04.2022
040001553679, 890001584281

Date of Manufacture / Jlata nponssoncrsa : Mar-2022  [Date of Expii'y / Cpox roguoctu :Feb-2027

Analysis performed according ND / Ananus nposenen no HJL: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3sm. Ne 1 or 06.09.2018, u3mM. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yucrtota 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
O6uwee yncno
aapobHbIX
MUKPOOPraHU3mMoB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / O6uee uncno
OPOMNOKEBbIX Y

nnecHeBbIX rprbos Absent / OTcyTCcTBYET

c) E. coli Shall be absent in 1g / OTcyTCcTBUE B

| 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoAyKT cooTBeTCTBYET Tpebosanusam HJI | 3akmoyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITposepeno:Himesh Kumar | Ono6pexo: MeHexep /
Pardeep Kumar | - Pykosoaurenn _,
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CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxnna®, Tab1eTKH, NOKPLIThHIE IJIeHO4YHO#M 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200486

Batch Quantity / O6bem naptuu : 776.0 Kg

040001553679, 890001584281

Analytical Report No / AHaIMTHYeCKHH 0TYeT No :

Date of Analysis / lata anaym3a: 11.04.2022

Date of Manufacture / Jlata npoussojcrsa : Mar-2022

Date of Expiry / Cpok roanocrn :Feb-2027

Analysis performed according ND / Ananus nposeaen no HJI: [IN011252/01-110717 (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

Acceptance value (AV) should be

units not more than 15.0 /
[ OgHopoAHOCTb 0.9 MokasaTtens npuemnemoctu (AV)
[,031poBaHns JAorxkeH 6blTb He 6onee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.9 Mokasatens npuemnemoctu (AV)
napaueTamon JomkeH 6biTe He 6onee 15,0.
10 |Assay/ 400.8 mg 360 to 440 mg of CiHO2
KonvyecteeHHoe (Ibuprofen) per tablet /
onpegenexHne Ot 360,0 mr go 440,0 mr Ci3H1s02
(wbynpodpen) B TabneTke
326.61 mg 2025 to 357.50 mg of CsgHeNO:

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO2
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipopykr coorBeTcTByeT TpedoBanuiM HJL

Opinion : APPROVED
3akaodenne: OJIOBPEHO

Prepared by /

[ToarotoBneHo:

Pardeep Kumar f
——

Checked by /
[Tpoeepeno:Himesh Kumar
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- .

Approved by: Manager/Executive /
Ono6peno: Menemxep /

PyxoBoauTtens ;

Manoj Kumar
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CEPTUD®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykann®, TabieTKd, IOKPbIThIE NJIeH0YHoiIi 060d04KOI, 400MT + 325Mr

Batch No / Cepust Ne : V2200486

Batch Quantity / O6bem mapTuu : 776.0 Kg

040001553679, 890001584281

Analytical Report No / AHaauTH4ecKkuil oT4yer No :

Date of Analysis / lata ananuza: 11.04.2022

Date of Manufacture / JlaTa npoussoacrsa : Mar-2022

Date of Expiry / Cpok rognocty :Feb-2027

Analysis performed according ND / Ananus nposeeH no HJI: [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)

11 | Package / Ynakoeka |10 tablets in PpVC/Al 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leafletin |leaflet in a carton. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok |8 MBX/AIl 6nuctep. Mo 1, 2 unn 20
B MBX/Al 6nuctep. Mo 1 6MCTEepOB B NaYKy KapTOHHYIO
onucTepy B Nauky BMECTe C MHCTPYKLWEN Nno
KapTOHHYIO BMECTE C NPUMEHEHWIO.

WHCTpYyKUMen no
NPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cooTsetctauu ¢ HI

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpu Temnepatype He Bbiwe 25 °C. ]

14 | Shelf life / Cpok 5years /5 net

rogHoOCTU

Remarks : The Product conforms to ND/
Ipumeyanne: 11poayKT COOTBETCTBYET tpebosanusimM HJI

Opinion : APPROVED
3axkmoucHue: OJJOBPEHO

Prepared by /
IToaroTorneHo:
Pardeep Kumar i

o ——

Checked by /
IMposepeno:Himesh Kumar

- \

=

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoautens ; C
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