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CERTIFICATE OF ANALYSIS
CEPTUG®HKAT AHAJIM3A

Page1of 5/ Ctp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6y kanu®, Ta6aeTKkH, HOKPLITHIE MIeH04HON 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300110

Batch Qu

antity / O6sem naprun : 760.0 KG

Analytical Report No / AnanuTudeckuii oryer Ne :
040001737522

Date of Analysis / lata ananuza: 23.01.2023

Date of Manufacture / JlaTa nponsBojctsa : Jan-2023

Date of Expiry / Cpok roanocrn : Dec-2027

Analysis performed according ND / Ananus nposeaen no HJL: IT NO1 1252/01-300522

Ne

Test / IloxazaTennb

Results/ Pe3yabTarhbi

Specification / Hopma

1 |Description/ Onucanune

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KarncyJIoBUAHONH (GOpPMBbI, MOKPHITHIE
IIeHOYHOH 0007104KOil OpaHKEBOTO
LBETA, C PUCKOH Ha OJHOW CTOpPOHE;
Ha TIONEpPeYHOM paspese — sapo
Oenoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTky  KancylOBUAHOH dbopmbl,
[OKPBITHIE TUIEHOYHOM obosoukoi
OpaHXeBOro L(BETa, C PUCKOH Ha OIHOM
CTOpOHE; Ha MONEepPeyHoM paspese — Aupo
6e0ro Uy no4tH 6eJ10ro 1BETA.

Prepared by /

Remarks : The Product conforms to ND/
ITpumeuanne: TTpoayKT COOTBETCTBYET Tpebopannam HJI

[Moarorosneno: Pardeep

Opinion : APPROVED
3axaruenue: OJJOBPEHO

Checked by /
IMposepero : Himesh Kumar

Approved by: Manager/Executive
/Ono6peno:Menenxep/PykoBoaur

Jara:

Kumar enb Amit Kumar
Reprint Date: 23.01.2023 Reprint Date: 23.01.2023 Reprint Date: 23.01.2023

Jlara:
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page2of 5/Crp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxanu®, TabieTKil, NOKPLIThIE IJIEHOYHOH 060104K0ii, 400 mr + 325 mMr

Batch No / Cepnst Ne : V2300110 Batch Quantity / O6bem napruu : 760.0 KG
Analytical Report No / AHanmuTHuecKuH oTyer Ne : Date of Analysis / /lata anaan3a: 23.01.2023
040001737522

Date of Manufacture / Jlata npoussogersa : Jan-2023 |Date of Expiry / Cpok roanocr : Dec-2027

Analysis performed according ND / Ananus nposeen no H/JL: I N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
IMoanHHOCTD CooTBeTcTByET 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) /

Bpemena yepKhBaHusi OCHOBHBIX NMHKOB
Ha XpoMaTorpamme MICIIBITYEMOT'O
pacTBopa  JOJDKHBI ~ COOTBETCTBOBAThH
BpeMEHaM  yAEpXKHBAHWS THKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
ob6pasioB ubynpodeHa U napaneramona

(pasnen «KonnuecTBeHHOE
ornpeneeHue»)
3 |Average tablets weight 976.0 mg/976.0 Mmr 940.9 mg to 999.1 mg
CpenHsist Macca (970.0 mg £+ 3%) /
TableToK Or 9409 wmMr o 999,1 MT

(970,0 Mr + 3 %)

[Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpnmeuanue: [Ipoaykt cooTBetcTByeT TpedosannsiM HJL 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotosseHo: Pardeep I[Mposepeno : Himesh Kumar /O no6peno:Menemxep/PykoBoaut
Kumar M- enb Amit Kumar
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Page30of 5/ Crp.3 u3 5

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabieTKH, NOKPbIThIE M1eHO0YHOMH 060s104Kk0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300110

Batch Quantity / O6bem mapTin : 760.0 KG

Analytical Report No / AHanuTHYecKui oTdeT Ne :
040001737522

Date of Analysis / [laTa ananusa: 23.01.2023

Date of Manufacture / lata nponssoacTia : Jan-2023

Date of Expiry / Cpox roasoctu : Dec-2027

Analysis performed according ND / Ananus nposesen no HJL: IT NO1 1252/01-300522

4 |Disintegration /
PacnamaeMocTs

07 min /07 mu

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacrBopenue

99 % to 102 %

98% to 100 %

Not less than 70% (Q) CizHisOo
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CizHizOr
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO:
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO;
(napateramon) 4yepes 30 MuH

6 |Related substances /

PoncTeeHHbIE IPUMECH
Method 1 / Meton 1

Method 2 / MeTon 2

0.0002 %

0.04%

0.04%

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

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / JlioGas  enuHUYHasA
npumMech (nbynpodena WITH
napaieTamona) - not more than 0.3% /

He 6onee 0,3 %

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

Prepared by /

Kumar

[Toarorosneno: Pardeep

&L~

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr cooTBercTByeT TPEOOBAHNAM HII

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Checked by /
ITposepero : Himesh Kumar

— —

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBoauT
enbp Amit Kum “N—

[

Hara:

Reprint Date: 23.01.2023

Reprint Date: 23.01.2023
JHara:

Reprint Date: 23.01.2023
Hara:
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIM3A

Paged4 of 5/Ctp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HO6ykanu®, Ta61eTKH, NOKPBITbie NJIeHOYHOH 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300110

Batch Quantity / O6bem napruu : 760.0 KG

040001737522

Analytical Report No / AnanuTudeckuii oryer Ne

Date of Analysis / laTa ananu3za: 23.01.2023

Date of Manufacture / J/laTa npoussojicTsa : Jan-2023

Date of Expiry / Cpok roanocts : Dec-2027

Analysis performed according ND / Anasus npoeeaen no HJI: TIN011252/01-300522

a) Total aerobic
microbial count /
Ob1ee uncio
a’poOHBIX
MHKPOOPTaHU3MOB

b) 'l'otal combined
yeasts and mould count
/ Obuiee urcno
JPO}OKEBBIX U
NJIECHEBBIX TPHOOB

¢) E. coli

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

Less than 5 CkU/g /
Meuee 5 KOE/r

Absent in 1g/ OtcyTcTBYET B 1T

9 |Water/Boga 1.5% Not more than 5.0% /
He 6osnee 5,0 %
10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.2 more than 15.0/
OAHOPOHOCTH [Moka3zatess pueMiaeMocTi (AV) 1omken
JIO3UPOBAHHUS ObITh HE Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.2 more than 15.0/
- Paracetamol/ [TokazaTens npuemieMocTy (AV) 1omKeH
napateraMmor 6bITh He 6onee 15,0
11 |Microbial limits /
Mukpobuonorudeckas
YUCTOTA

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

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

Shall be absent in lg / OTcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykt cootercTBYET TpeGoBanusm HJL

Opinicn : APPROVED
Zaxmouenne: OJOBPEHO

Prepared by /
[MoaroroeneHo: Pardeep

Checked by /
I[TpoBepeno : Himesh Kumar

Approved by: Manager/Executive
/O no6peno:Menemkep/PykosoauT

Harta:

Kumar M enb Amit Kumar
Reprint Date: 23.01.2023 Reprint Date: 23.01.2023 Reprint Date: 23.01.2023

Jara:

Hara:
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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

PageSof 5/Crtp. 5135

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MG6ykanH®, TabJeTKH, IOKPHITHIE M1eHOYHOiT 060104K0H, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2300110 Batch Quantity / O6bem napruu : 760.0 KG
Analytical Report No / Ananutudeckui oryer Ne : Date of Analysis / [lata ananusa: 23.01.2023
040001737522

Date of Manufacture / Jlata npoussoactsa : Jan-2023 |Date of Expiry / Cpok roanocrtu : Dec-2027

Analysis performed according ND / Ananus nposeaex mo H/: [1N011252/01-300522

12 |Assay/ 360.0 to 440.0 mg of C;3HisOs
Konnuecrsennoe 403.5 mg /403.5 mr (Ibuprofen) per tablet /
onpenesaeHue Ot 360,0 mMr mo 440,0 mr C;3HisO

(u6ynpodeH) B TabJeTKE

2025 to 3575 mg of CsHoNO;
328.24 mg/ 328.24 mr (Paracetamol) per tablet /

Or 292,5 mr mo 357,5 mr CgHoNO;
(mapaueramon) B TabneTke

13 | 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. / ITo 10 |in a carton. / Ilo 10 tabnerok B IIBX/Al
tabnerok B [IBX/Al 6aucrep. [To 1 |6imctep. o 1, 2 unu 20 Gauctepos B

6micTepy B MadKy KapTOHHYIO |HAuKy KapTOHHYIO BMECTE c
BMECTE C  HMHCTPYKHMEH 110 |HHCTPYKLHMEH M0 MPUMEHEHHUIO.
IPUMEHEHHUIO.

14 | Labeling / MapxupoBka| According to ND. / B cootsercTauu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C./

XpaHeHue [Tpu Temneparype He Bbile 25 °C.
16 | Shelf life / Cpoxk 5 years /5 net
FOAHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBaHusiM HJI 3aknouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[TonrororneHo: Pardeep [TpoeepeHo : Himesh Kumar /Ono6peno:Menemkep/PykoBoaur

Kumar c}&/_’,_,a- enb Amit Kumar
: N
C:L"C ]&.‘\ /
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