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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page1 of 5/Crp.1 w35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxnnH®, TabaeTKH, NOKPbIThIE NJEHOYHON 000/109K0H, 400 mr + 325 mr

Batch No / Cepust Ne : V2300357

Batch Qu

antity / O6bem naprun : 759.37 KG

040001784764

Analytical Report No / Ananuru4eckunii oryer Ne :

Date of Analysis / JlaTa anaau3za: 11.03.2023

Date of Manufacture / lata npousBojctsa : Feb-2023

Date of Expiry / Cpok rogHocts : Jan-2028

Analysis performed according ND / Anasnn3 nposeaen no HJL: T1 NO11252/01-300522

Ne Test / ITokazaTeanb

Results/ Pe3yJibTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTkn
KarcynoBuaHON (HOpMbl, MOKPbITHIE
TUIEHOYHON 000JI0YKOIl OpaHKeBOro
1IBeTa, ¢ PUCKOH Ha OJHOH CTOPOHE;
Ha TONepeYyHOM paspese SAPO
6enoro ugeta.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabnaeTkn  KancyJOBHAHOI bopmul,
MOKPBITbIE  TJIEHOYHOM 0601104KOI
OpaHXeBOro LBETa, C PUCKOH Ha oaHOii
CTOpOHE; Ha TOMEPEYHOM paspese — SApPO
0enoro HIM nouTH 6eJ0ro UBeTa.

Remarks: The Product conforms to ND/
Ipumeuanne: [Iponykr coorsercTByeT TpeboBaHusM HJT

Opinion: APPROVED
3axkmoyenue: OJJOBPEHO

Prepared
bylloaroroeneHo: Ankit

(-

Checked by /
[TpoeepeHo: Naresh Kumar

@

—

[¢]

Approved by: Manager/Executiv
/Ono6peno:Menexep/Pykooaut

enb : Kusum Lata -
) P\

Reprint Date: 11.03.2023
Mara:

Reprint Date: 11.03.2023
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Reprint Date: 11.03.2023
Jara:
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CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIU3A

Page2 of S/ Crp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOyKkanH®, Tab1eTKi, NOKphITHIE NJIEHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300357

Batch Quantity / Oobem mapruu : 759.37 KG

Analytical Report No / AHanuTu4ecknii oryet Ne :
040001784764

Date of Analysis / Jlara ananuza: 11.03.2023

Date of Manufacture / laTa npousBoacrsa : Feb-2023

Date of Expiry / Cpoxk rogsocrs : Jan-2028

Analysis performed according ND / Anaan3 nposeaen mo HJ: [T NO11252/01-300522

2

Identification /
[ToaTMHHOCTE

Complies as prescribed/
CoorBeTcTBYET

The retention times 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 ynep:k1BaH1s OCHOBHBIX NMHKOB
Ha XpomaTrorpaMmme HCIIBITYEMOrO
pacTBopa  JOJKHbI  COOTBETCTBOBATH
BpeMeHaM  YACp)KHBaHWS THMKOB  Ha
XpOMATOrpaMMe pPacTBOpa CTaHAAPTHBIX
00pasloB ubynpodeHa 1 mapareramora
(paznen «KonnvecrseHHoe
OMpeaceHUE)

3 |Average tablets weight
CpenHsis Macca
Tabnerokx

971.8 mg/971.8 mr

940.9 mg to 999.1 mg
(970.0 mg +3%) /

Or  940,9 MI  JIO 999,1 Mr
(970,0 Mmr = 3 %)

Remarks: The Product conforms to ND/
IIpumeyanne: [Ipoaykr cootsercTByeT TpeboBanusm HJT

Opinion: APPROVED
3axuarouenue: OJJOGPEHO

Prepared

bylloarotosneno: Ankit

[

Checked by /
[IpoBepeno: Naresh Kumar

@

"

Approved by: Manager/Executive
/OnobpeHo:MeHemxep/PykoBoaut

enb : Kusum Lata )
NN
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CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIN3A

Page3of S/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOyKJIUMH®, TabaeTKH, NOKPBITHIE LIEHOYHOI 0060104K0ii, 400 mr + 325 mMr

Batch No / Cepusa Ne : V2300357

Batch Quantity / O6bem naptuu : 759.37 KG

040001784764 '

Analytical Report No / AnanuTnyeckuid oTueT No :

Date of Analysis / lata anaausa: 11.03.2023

Date of Manufacture / Jlata npousBoacTna : Feb-2023

Date of Expiry / Cpok rogsocts : Jan-2028

Analysis performed according ND / Ananu3s nposexen no H: ITN011252/01-300522

4 |Disintegration /
PacnagaemocTs

09 min /09 mu

Not more than 30 minutes /
He 6onee 30 mun

5 |Dissolution /
PactBopenne

98 % to 101 %

96 % to 102 %

Not less than 70% (Q) Ci;3His0;
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHisO,
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO,

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(mapaneramon) yepes 30 MuH

6 |Related substances /
PoncrBeHHbIE MpUMeECH
Method 1/ Meton 1

Method 2 / Meton 2

0.0001 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amunodeHon (MpuMech Napaueramona)
- not more than 0.005% /

He bonee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  eguHUYHas
IpUMech (n0ynpodeHna UIH
napayeramona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meton 1 + Metogn 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to ND/
IIpumeuanne: IlpoaykT cooTBeTcTBYET TpeboBanmsmM HJI

Opinion: APPROVED
3akuarouenue: O/JOBPEHO

Prepared
bylloarorosneHo: Ankit

(i

Checked by /
ITposepeno: Naresh Kumar
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—

Approved by: Manager/Executive
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page4 of S/Crp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabJeTKH, IOKPbIThIE INIEHOYHOH 060a04K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300357

Batch Quantity / O6bem naprun : 759.37 KG

040001784764

Analytical Report No / Ananurnuecknii oruer Ne :

Date of Analysis / laTa ananusa: 11.03.2023

Date of Manufacture / Jlara npousBoactsa : Feb-2023

Date of Expiry / Cpok roasocts : Jan-2028

Analysis performed according ND / Ananu3s nposeaen mo HJ/I: [1 N011252/01-300522

O6mee yncio
a’poBHBIX
MUKPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/ Obluee uucuo
JIPOXOKEBBIX H
NJIECHEBBIX TPHOOB

¢) E. coli

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

Absent / OTcyTCTBYET

7 |Water/Bona 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.3 more than 15.0/
OnHOPOAHOCTD [Tokazartens nmpuemneMocTd (AV) nomker
JIO3HPOBaHKA ObITb HE Ooee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.4 more than 15.0/
- Paracetamol/ [Tokazarens npuemneMmoctd (AV) nomkeH
napaieTaMon OblTb He Dosiee 15,0
9 [Microbial limits /
Mukpobuosornyeckas
qUCTOTA
a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / 10 KOE/r He 6onee 1000 KOE/r

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

Shall be absent in 1g / OrcyrctBHE B
Ir

Remarks: The Product conforms to ND/

IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHuaM HJT

Opinion: APPROVED
3akmrouenue: OJJOBPEHO

Prepared
bylloarorosneHo:

Checked by /
kit ITpoBepeno: Naresh Kumar
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page S of 5/Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykauH®, TabaeTKH, NOKPHIThIE MJIEHOYHOH 060104K0il, 400 mr + 325 mr

Batch No / Cepust Ne : V2300357 Batch Quantity / O6bem maptuu : 759.37 KG
Analytical Report No / Ananurnueckuii oruet Ne : Date of Analysis / lata ananu3za: 11.03.2023
040001784764

Date of Manufacture / JlaTa npouzBoactra : Feb-2023 [Date of Expiry / Cpok rogaocrtu : Jan-2028

Analysis performed according ND / Anann3 nposegen no H/I: I1 N011252/01-300522

10 |Assay/ 360.0 to 440.0 mg of C;3Hi30;
KonnvectseHnoe 400.3 mg / 400.3 mr (Ibuprofen) per tablet /
onpeaeneHue Or 360,0 mr no 440,0 mr Cj;3H 30,

(ubynpoden) B TabneTke

292.5 to 357.5 mg of CsHoNO;
329.07 mg/ 329.07 mr (Paracetamol) per tablet /

Or 2925 mr jpo 357,5 mr CgHoNO»
(napaveramon) B TabyeTke

11 | Package / Ynakoska 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 [in a carton. / ITo 10 Tabnetok B IIBX/AI
tabnetok B [IBX/Al 6nuctep. Ilo 1  |6nuctep. [To 1, 2 nma 20 6aucrepos B
fnucrtepy B Tauky KapTOHHYIO |madky KapTOHHYIO BMECTe c
BMECTE C HHCTPYKIHEH MHCTPYKLMEH 110 TPUMEHEHMUIO.

10 IPUMCHEHUIO.

12 | Labeling / MapxupoBka| According to ND. /B cootserctsuu ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue ITpu TeMnepatype He Bbile 25 °C.
14 | Shelf life / Cpox S years / 5 net
rOJHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanue: [TpoayKT coOTBETCTBYET TpeboBanuam HJ| 3axmouenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloaroroeneno: Ankit IIpoBepeno: Naresh Kumar /Onobpeno:Menemxep/PykoBoaut
[R C ens : Kusum Lata ~
N %2/
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