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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykanH®, TabaeTkH, NOKPbITHIE ILIEHOYHO# 000104K0i, 400 mr + 325 mMr

Batch No / Cepus Ne : V2300226

Batch Qu

antity / O6bem maprun : 712.5 KG

040001759024

Analytical Report No / AHanuTtuyeckuii order Ne :

Date of Analysis / JlaTa anannza: 13.02.2023

Date of Manufacture / laTa

NPoM3BOICTBA : Jan-2023

Date of Expiry / Cpok roanoctu : Dec-2027

Analysis performed according ND / Ananu3 nposeaen no HJI: [T N011252/01-300522

Ne Test / IToxazaTenan

Results/ Pe3yJibTaThl

Specification / Hopma

1 |Description/ Onncanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KancyjaoBuaHoH ¢GopMbl, NMOKpPBITHIE
NJIEHOYHOH 000JI0UKOH OpaHKeBOro
L|BETa, C PUCKOH Ha OJHOW CTOPOHE;
Ha TMOMEPEeyHOM pazpe3e — sapo
0eJIoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkst  KamcyloBMIHOM tbopmel,
TTOKPBIThIE IJIEHOYHOH obonouxoi
OpAamKeBOro LBeTa, C PUCKOH Ha OnHOM
CTOpOHE; Ha MOMEPEeUHOM paspese — AAPO
6enoro nau mouTy 6€5oro LBeTa.

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorseTcTBYeT TpeboBanusm HJI

Opinion: APPROVED
3axmiouenune: OJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

okt

Checked by /
[IpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBoaur

enb : Manoj Kumar -
=¥
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CERTIFICATE OF ANALYSIS
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykanH®, TabaeTKH, NOKPBHIThIE MJIEHOYHOH 06004Ko0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300226

Batch Quantity / O6bem maprum : 712.5 KG

040001759024

Analytical Report No / Ananutuyeckuii oruer Ne :

Date of Analysis / Jlata anaauza: 13.02.2023

Date of Manufacture / laTta npouspoactsa : Jan-2023

Date of Expiry / Cpok rojgnocts : Dec-2027

Analysis performed according ND / Ananu3s nmposeged no HJI: 11 N011252/01-300522

2 Identification /
opnuuHocTh

Complies as prescribed/
COOTBETCTBYET

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 ynepkuBaHHs OCHOBHBIX MHKOB
Ha XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa  JOJKHBI ~ COOTBETCTBOBATH
BpeMEHaM  YICpKMBAHMS IHKOB  Ha
XpoMaTorpaMme pacTBOpa CTaHAapPTHBIX
obpasioB ubynpodeHa U napaueramona

Cpennsist Macca
TabyeToK

(paznen «KonugectBeHHOE
OIIpeJEIEHUE»)
3 |Average tablets weight 970.1 mg/970.1 mr 940.9 mg to 999.1 mg

(970.0 mg + 3%) /
Or 940,9 M 710
(970,0 mr £ 3 %)

999,1 MTI

Remarks: The Product conforms to ND/
Ilpumeuanue: IIpoaykr coorBercTBYeT Tpeboanusam HJL

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by /
Ioarotosneno: Ramakant

gt

Checked by /
IIpoeepeno: Pardeep Kumar

.

Approved by: Manager/Executive
/O nobpeHo:Menemxep/PykoBoaut

enb : Manoj Kumar -
’ U'u_,

Reprint Date: 13.02.2023
Jara:

Reprint Date: 13.02.2023
Jara:

Reprint Date: 13.02.2023
Jata:
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 3 of 5/ C1p.3u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxau®, TabaeTKH, NOKPBIThIE NJIEHOYHOH 000a04K0i, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2300226

Batch Quantity / O6bem naprum : 712.5 KG

040001759024

Analytical Report No / AnannTtudeckuii oruer Ne :

Date of Analysis / laTa ananu3a: 13.02.2023

Date of Manufacture / lara npousBoactna : Jan-2023

Date of Expiry / Cpok rognoct : Dec-2027

Analysis performed according ND / Anasiu3 nposegen no H/: IT N011252/01-300522

4 |Disintegration /
Pacnanaemocthb

06 min /06 Mu

Not more than 30 minutes /
He 6omee 30 MuH

5 |Dissolution /
PacrBopenne

93 % to 101%

95% to 101 %

[Not less than 70% (Q) Ci3Hiz0;
(Tbuprofen) dissolved in 30 minutes /

He wMenee 70 % (Q) C;3His0s
(ubynpoden) uepesz 30 Mun

Not less than 70% (Q) CsHoNO,

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

6 |Related substances /
Poacreennbie npumecu
Method 1/ Meton 1

Method 2 / Meton 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHOdEeHON (pUMECh NapaleTaMmona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlrobas  enuHm4Has
[IpUMech (ubynpodena Ui
napaueramona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
CymmMa npumeceit (Meton 1 + Metoa 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks: The Product conforms to ND/
Ilpumeuanue: ITponykt cooTBeTcTBYeT TpeboBanuam H]I

Opinion: APPROVED
3akiouenue: OJJOBPEHO

Prepared by /
IloarorosneHo: Ramakant

Al

Checked by /
[Iporepeno: Pardeep Kumar

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

enb : Manoj Kumar - p
el

Reprint Date: 13.02.2023
JlaTa:

Reprint Date: 13.02.2023
Jlara:

Reprint Date: 13.02.2023
Hara:
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNo6ykaHH®, Tab1eTKH, TOKPHITHIE MUIEHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300226

Batch Quantity / O6pem napTuu : 712.5 KG

040001759024

Analytical Report No / AnannTuuecknii oTyer Ne :

Date of Analysis / JaTa ananusa: 13.02.2023

Date of Manufacture / /lata npou3Bojacrea : Jan-2023

Date of Expiry / Cpok roasoctn : Dec-2027

Analysis performed according ND / Anasn3s nposeaen mo HJI: 11 N011252/01-300522

a) Total aerobic
microbial count /
O6111ee uucno
a3poOHBIX
MHKPOOPIaHU3MOB

b) Total combined
yeasts and mould count
/ Obuiee ynucio
JIPOXKKEBBIX H
NJIECHEBLIX TPHOOB

¢) E. coli

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

Less than 5 CFU/g/
Meuee 5 KOE/T

Absent / OTcyTCTBYET

7 |Water/Bopna 1.5% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.7 more than 15.0/
OnHOpoHOCTD [TokazaTens mpuemaeMocTd (AV) NomKeH
JIO3UPOBAHHUS 65iTH He 6onee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.3 more than 15.0/
- Paracetamol/ Iloxazatens npuemneMoctd (AV) nomKeH
napaieTaMort ObITH He Honee 15,0
9 |Microbial limits /
Muxpobuonoruyeckas
HHUCTOTA

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

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

Shall be absent in lg / OtcyrcTBHe B
Ir

Remarks: The Product conforms to ND/

Ilpumeuanue: [IponykT coorBeTcTBYeT TpeboBaHusM HJT

Opinion: APPROVED
3axarouenue: OJOBPEHO

Prepared by /
Iloarororneno: Ramakant

Aoked

Checked by /
ITpoBepeno: Pardeep Kumar

-

Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBoaur

ene : Manoj Kumar

Reprint Date: 13.02.2023
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

PageSof 5/ Crp.5m3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yraun®, TadneTKil, MOKPLITLIE MJIEHO4HOI 060104K0il, 400 Mr + 325 mr

Batch No / Cepun Ne : V2300226 Batch Quantity / O6bem naptum : 712.5 KG
Analytical Report No / AnaauTHyecknii otyer No : Date of Analysis / JIata anammsa: 13.02.2023
040001759024
Date of Manufacture / Tata npoussoacrsa : Jan-2023 |Date of Expiry / Cpok rognocts : Dec-2027
Analysis performed according ND / Auanns nposegen mo HJ: IT N011252/01-300522 ]
10 [Assay/ 3600 to 440.0 mg of C;3Hi30,
Konnuecrsennoe 392.7mg/392.7 mr (Ibuprofen) per tablet /
onpejeneHue Ot 360,0 mr no 440,0 mr CpiH;50,

(ubynpoden) B TabneTke

292.5 to 357.5 mg of CsHyNO,
320.73 mg/ 320.73 mr (Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CiHoNO,
(napaueramon) B Tabnerke

11 | Package / Ynakobka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al 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. / [To 10 Tabnerox B [IBX/Al
Tabnerox B [IBX/Al 6nucrep. [To 1 |6nuctep. Tlo 1, 2 wau 20 Onucrepos B
OnucTepy B Hauky KapTOHHYIO |madky KapTOHHYIO BMECTE c
BMECTE C HHCTpYKLIUEH UHCTPYKLMEH 1O NPUMEHEHHIO.

110 TPUMEHEHHIO.
12 | Labeling / MapkupoBka According to ND. / B cootserctsin ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue [Ipu Temneparype He Bbiine 25 °C.
14 | Shelf life / Cpoxk 5 years /5 ner

TOJHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Tpoaykr cootBeTcTBYeT TpeGoBanusam HJJ 3axmouenne: OIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Hoarotosneno: Ramakant | ITposepeno: Pardeep Kumar /Opobpeno:Menemxep/PykoBoaut

t* enb : Manoj Kumar | — f
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